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UNITED STATES COURT OF APPEALS 
FOR THE DISTRICT OF COLUMBIA CIRCUIT 


No. 24,434 


Harrison Wellford, Lorraine Huber, Judith Edes, 

The Children's Foundation, Friends of the Earth, 

Migrant Research Project, Environmental Action and 
the Consumer's Union, Petitioners, 


Vs. 


Clifford M. Hardin, Secretary of Agriculture, Respondent. 


Petition for Review ot an Order of the 


Secretary of Agriculture 


BRIEF FOR PETITIONER 


Jurisdictional Statement 
Petitioners have filed this appeal by way of petition for 
review pursuant to Section 4(d) of the Federal Insecticide, Fungi- 
cide and Rodenticide Act (FIFRA), 7 U.S.C. §135b(4). The Secretary's 
denial of the Petition of Harrison Wellford, et al. (petitioners 
there and here) on June 17, 1970, was an “order ender this section" 


(§ 4 of FIFRA). Petitioners are “adversely affected" _-- the order. 


—— 


The petition for review was filed within 60 days as provided by 
§ 4(d). The order is reviewable and the petitioners have standing 
to seek review. Environmental Defense Fund v. Hardin, 


U.S. App. D.C. ; F.2d (No. 23,813) (May 28, 1970). 


Statement of Issues 
1. Whether the Secretary of Agriculture's findings and 
his decision based on those findings, refusing to suspend immediately | 
the use of the economic poison 2,4,5-T on food crops for human 
consumption and in non-liquid formulations around the home and in 
recreation areas, were supported by substantial evidence on the 
record as a whole. 


2. Whether the Secretary of Agriculture's decision that 


there existed no imminent hazard requiring him to suspend immediately 


the use of 2,4,5-T on food crops for human consumption and in 
_non-liquid formulations around the home and in recreation areas, 
while at the same time deciding that there did exist an imminent 
hazard requiring him to suspend the use of 2,4,5-T in liquid form- 
lations around the home and for use in waterways, was arbitrary, 
capricious, an abuse of discretion and without any rational basis. 
3. Whether the Secretary of Agriculture applied an erroneous 
definition in determining what is an imminent hazard under the 


applicable statute. 


4. Whether the Secretary of Agriculture failed properly 
to apply his own definition of imminent hazard in deciding that 
there existed no "serious emergency" from the use of 2,4,5-T 


on food crops for human consumption. 


STATEMENT OF THE CASE 


This is an appeal from the inexplicable refusal of the 


Secretary of Agriculture to exercise statutory power to issue 
an immediate ban on the sale of the herbicide 2,4,5-1t for use on 
food crops and in areas of likely exposure to humans. The herbi- 


cide has been proved to be dangerous to human health. 


Introduction 

Pesticides and herbicides are poisonous substances designed 
to destroy plant and animal life. They are “economic poisons" 
and are so called in the principal regulatory statute. Their use 
is of importance to the farming and forestry industries. 

The Statutory Scheme. These substances first came under 
federal regulatory control in 1910 when Congress enacted the 
Insecticides Act, 36 Stat. 335, 7 U.S.C. former §§ 121-134. In 
1947, the Insecticides Act was repealed, 61 Stat. 172, and replaced 
by the Federal Insecticides, Rodenticides and Fungicides Act, 

7 U.S.C. §§ 135-135k (FIFRA). FIFRA provides that no pesticide 


or herbicide may be marketed unless it is first registered with 


es 


the Secretary of Agriculture. In determining whether or not a 
pesticide or herbicide may be registered, the Secretary is 
required to determine whether or not the substance satisfies 
the claims made for it on its label. 7 U.S.C. § 135b(c). In 
1954, Congress added the Pesticide Amendments to the Federal 
Food, Drug and Cosmetic Act, 21 U.S.C. § 346a. Section 408 
provides for the Secretary of Health, Education and Welfare to 
establish tolerances for quantities of pesticides on food commodi- 
ties. Where no tolerance is in effect, any food commodity con- 
taminated with any quantity of a pesticide or herbicide may not 
lawfully be shipped in interstate commerce and is subject to 
seizure. 

In 1964, Congress added new provisions to § 4 of FIFRA. 
The amendments provide, in § 4(c), 7 U.S.C. § 135b(c), for pro- 
ceedings for the cancellation of a registration of a pesticide 
‘that does not conform with its label. (This means, in effect, 
that if the Secretary finds that a pesticide is not safe for a 


specific labeled use, the manufacturer can be required to delete 


that use from the label upon pain of cancellation.) The cancellation 


proceedings include the appointment of a scientific advisory com- 
mittee and the right to a public hearing. The amendments also 
give the Secretary of Agriculture authority “to prevent an immi- 


nent hazard to the public" to "suspend the registration of an 


economic poison immediately." "Final orders" under § 4c are 
“subject to judicial review" in the Courts of ssrncestea FIFRA, 
§ 4(d), 7 U.S.C. §135b(d). | 

The Regulatory Context. This bare-bones review of the statu- 
tory scheme for the regulation of pesticides and its history 
cannot begin to convey an understanding of the reality of the 
failure of pesticide regulation in this country. ‘Such an under- 
standing is vital in order to review and to remedy the specific 
regulatory failure at issue in this appeal. : 

Regulation of pesticides under FIFRA is confided, within 
the Department of Agriculture (U.S.D.A.), to the Pesticide Regu- 
lation Division (P.R.D.), which in turn is part of the Agricul- 
tural Research Service (A.R.S.). P.R.D. is a small agency. It 
coexists within the U.S.D.A. with other agencies that are users 
and promoters of the use of pesticides and herbicides on a massive 
scale. These are the Plant Pest Control Division, a sister of P.R.D. 
within the Agricultural Research Service; the Agricultural Stabili- 
zation and Conservation Service, and the Forest Service. 

The Forest Service, for example, in 1967, applied 755,000 
pounds of pesticides and herbicides to national and private forest 
lands. 1] U.S. Department of Agriculture, The Pesticide Review, 


21 (1969). It sprayed herbicides intensively on 91.5 million acres 


of national forest and 66.7 million acres of privately owned forest, 


Bice aaceecaca Go 1466) 000 poseds ak 9968 and 371,000 pounds 


U 
in 1969. 


=> 


and sprayed less intensively 344 million acres of privately owned 
forest. The herbicides used were chiefly 2,4,5-T and its sister 
compound, 2,4-D. The area sprayed amounted to 26% of the land 
area of the United States. House, Gordon, Gadberry and Doctor, 
Assessment of Ecological Effects of Extensive or Repeated Use of 
Herbicides (Report to the Department of Defense by the Midwest 
Research Institute, Kansas City, Missouri, 1967) at 52. These 
programs have now been drastically curtailed by the Department of 
the Interior ban on the use of 2,4,5-T, announced on June 18, 1970. 
Attachment 4 to petitioners' Motion for Summary Reversal, filed in 
this appeal, July 10, 1970. 

The Plant Pest Control Division of A.R.S. has engaged in 
massive campaigns to eradicate specific insect pests with DDT 
and other pesticides. Thus it has attacked the Japanese beetle, 


Rudd, Pesticides and the Living Landscape (a Conservation Founda- 
Report, University of Wisconsin, 1964) at 31, the Gypsy moth, Watt, 


Ecology and Resource Management (1968) at 60, and the fire ant, 
Report of the Comptroller General of the United States, Weaknesses 


and Problem Areas in the Administration of the Imported Fire Ant 
Eradication Program, Agricultural Research Service, Department of 


Agriculture (1965). In each case the pest eradication resulted 


in mixed success, but the effects on wildlife were catastrophic. 
P.R.D.'s propinquity to these other agencies and its close 


relationship with the pesticide manufacturing industry, see 
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House Report 91-637 of the Government Operations Committee, House 
of Representatives, Deficiencies in famrieetettonl of Federal 
Insecticide, Rodenticide and Fungicide Act, 91st cong.., lst Sess. 
at 9-13, 16-17, 55-70 (1969), help to explain the eine of 
P.R.D. in the regulation of pesticides and herbicides prior to 
1967. Review of registration applications seme to no more 
than a cursory look at the documents submitted by the manufacturer. 
id. at 5, 14, 30-39. P.R.D. did not require a oes of pesticide 
products until 1967; before that time it would seize a misbranded 
or mislabeled pesticide at a particular location but would make 
no effort to find out from the manufacturer where aes the offending 
product was being sold. Id. at 4, 25-30. A more important failure, 
however, was P.R.D.'s lack of interest in following up reports of 
pesticide "accidents"--harm to people or animals from pesticides. 
For example, the Public Health Service would srewic annually 
approximately 5,000 reports of poisonings of animals and humans 
from pesticides. Id. at 45-47. The P.R.D. would investigate 150. 
Moreover, P.R.D. consistently ignored objections by the Public 
Health Service to the registration of pesticides on the ground that 
the product was unsafe for human beings. Id. at 35-36. 

No notice was taken of P.R.D. and its role until the 1962 
publication of Rachel Carson's book, Silent Spring. There followed 


extensive hearings before a Senate Subcommittee chaired by Senator 


Ribicoff. Interagency Coordination in Environmental Hazards 


ey 


(Pesticides), Hearings before the Subcommittee on Reorganization 
and International Organizations of the Senate Committee on 
Government Operations, 88th Cong., lst Sess. (1963-64). The 
hearing record runs to 14 volumes. These hearings triggered the 
1964 Amendments to FIFRA, providing for cancellation of regis- 
tration and for suspension of registration in the case of an 
"imminent hazard" to the public. But, in fact, little was changed 
and the new power remained unused. House Report 91-637, supra at 


48-52. 


2,4,5-T 
With this background we now turn to 2,4,5-T and P.R.D.'s 
handling of this herbicide. 2,4,5-T is a potent herbicide. It 
is taken into plant metabolism and causes the plant literally to 
explode in growth, thereby destroying it. It is used to control 
weeds and brush on rights of way, farms and forests. Its prin- 


cipal agricultural use is in the production of fruit, cereal grains 


and sugar cane. Resp. Doc. No. 189,21 Hearings before the Sub- 


committee on Energy, Natural Resources and the Environment of 
the Committee on Commerce, United States Senate, Effects of 2,4,5-T 
on Man and the Environment, 91st Cong., 2d Sess. at 34 (1970) 
(hereafter cited as 2,4,5-T Hearings I). 

The toxicity of 2,4,5-T to human beings had been suspected 


for some time. Workers in manufacturing plants where 2,4,5-T was 
8 ———— 


2) Resp. Doc. refers to the documents filed by respondent, Sec- 


retary of Agriculture, in support of his Statement of Reasons, 
August 31, 1970. 
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produced had contracted a skin and liver iscssee ctor ncrics 
See, Petition of Harrison Wellford, et al. (filed with the Secre- 
tary on April 29, 1970 [hereafter Pet.]) at 15; see also, Resp. 
Doc. Nos. 141, 148, 149 and 226. The extensive use of 2,4,5-T as 
a defoliant in Southeast Asia had led to reports of serious effects 
on animals and humans. Pet., pp. 16, 17 and references there cited. 

Of overwhelming importance, however,has been the discovery of 
the teratogenic potential of 2,4,5-T. A teratogenic substance is 
one which causes birth defects. | 

In 1964, after the discovery that thalidomide had caused 
birth defects in the babies of women who had taken the drug, the 
question of teratogenicity of pesticides and herbicides was raised. 
The National Cancer Institute commissioned the Bionetics Laboratory, 
a subsidiary of Litton Industries, to conduct tests of a number of 
pesticides and herbicides to determine what eraceeee effects 
they might have. The first results of the tests, which indicated 
that 2,4,5-T had teratogenic effects, were Scanautrees to the 
Institute in 1966. The results were interim and the information 
was kept secret. Testing continued through 1968 aS the final test 
results were transmitted to the Food and Drug Administration in 
October 1968. Still the information was kept secret. Environment , 


v. 12, no. 6, July/August 1970 at 22. 


The first copy of the report issued to the public came in 


February 1969 to a student investigator conducting an investiga- 
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tion of the Food and Drug Administration. The investigator 
turned over the report to Dr. Mathew Meselson, a leading geneticist 


at Harvard University. Word of the report began to leak. Whiteside, 


Defoliation, Pet. Ex. 115Jat 7-8. 


The then Secretary of Health, Education and Welfare, Robert 

Finch, had earlier appointed a commission to study "Pesticides 
and Their Relationship to Environmental Healt ". The chairman 
of the commission was Dr. Emil Mrak and the commission has come 
to be known as the Mrak Commission. The Mrak Commission's expert 
on teratogenicity, Dr. Samuel Epstein of the Children's Cancer 
Research Foundation, was unable to obtain a copy of the report 
until September 1969. Ibid. Its findings were incorporated in 
the Mrak Report's section on.the teratogenicity of pesticides. See, 
Report of the Secretary's Commission on Pesticides and Their Rela- 
tionship to Environmental Health at 657-677 (1969) (Mrak Report), 
reprinted in Resp. Doc. 189, 2,4,5-T Hearings I at 431-451. The 
Commission found 

The use of currently registered pesticides to 

which humans are exposed and which are found 

to be teratogenic by suitable test procedures 


in one or more mammalian species should be 
restricted to prevent risk of human exposure. 


a Ee 


Pet. Ex. refers to documents filed by petitioners in support 
of their petition to the Secretary. 
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Such pesticides, in current use, include as 
2,4,5-T. Mrak Report at 657- 58. 


Specifically, the Mrak Commission found 


Tested more extensively than other pesticides, 
2,4,5-T was clearly teratogenic as evidenced 
by statistically increased proportions of 
litters affected, and increased proportions of 
abnormal fetuses . . . .in particular, cleft 
palate and cystic kidneys were significantly 
more prevalent .. . . when given ore: at 
dosages of 4.6, 10.0 and 46.4 mg/kg4l on days 
10 through 15 of gestation, and excessive fetal 
mortality, up to 60% at the highest dose; and 
high incidents of abnormalities in the survivors 
was obtained. The incidence of fetuses with 
kidney anomalies was threefold that of the 
controls, even with the smallest dosage crested 
Id. at 665- 66. 


At this point, the White House intervened and on October 29, 
1969, the President's science advisor, Dr. Lee DuBridge, announced 
that the departments would soon take action to ban 2,4,5-T 
entirely. Pet. Ex. 1. But Dr. DuBridge was to be sorely disap- 
pointed. Indeed, as he announced, the Food and Drug Administration 
did rule on a petition that had been filed by the Dow Chemical 
Company in 1967 to establish a tolerance for 2,4,5-T on various 
food commodities shipped in interstate commerce. FDA refused to 


set a tolerance. Pet. Ex. 2. Hence, any food contaminated with 


detectable residues of 2,4,5-T is subject to seizure. 


But P.R.D. did nothing. 


The results of the Bionetics study filtered out through the 


4) ve /ke = milligrams of 2,4,5-T per rcrr of test animal 


body weight. 
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Government to the scientific commumity and to the pesticide 
industry. The Dow Chemical Company, a major producer of 2,4,5-T, 
urged that 2,4,5-T itself was not teratogenic, but that its 
teratogenic effects were caused by a highly toxic contaminant, 

the chemicals of the dioxin family. The dioxins are by-products 
of the manufacture of 2,4,5-T. In early 1970, Dow conducted 
experiments designed to show that 2,4,5-T with no more than one 
part per million of dioxin was not teratogenic and that it was the 
dioxin, not 2,4,5-T, which was the dangerous substance. (Documents 
18, 19, 20, 21, 23.) Dow publicized its evidence vigorously 
throughout the scientific community. Presumably on the basis of 
the Dow claims, P.R.D. refused to take any action with respect to 
2,4,5-T as late as April 7, 1970. Resp. Doc. 189, 2,4,5-T Hearings 
I at 74-75. 

In the meantime, however, the National Institute of Environ- 
‘mental Health Sciences was itself carrying out experiments designed 
to replicate the Bionetics study and to determine whether "pure" 
2,4,5-T--free of dioxin--was itself teratogenic. That study con- 
firmed the dangers of 2,4,5-T. Statement of the Secretaries of 


Agriculture, Health, Education and Welfare, and the Interior, Resp. 


Doc. 189, 2,4,5-T Hearings I at 169. With respect to the dioxin 


issue, the announcement stated: 


Because absolutely pure 2,4,5-T was not available 
for testing, it is possibly only to infer from cer- 
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tain of the observations that the pure 2 vb 5-T 
probably would be found to be teratogenic if 

it were tested. But, since pure 2,4,5-T is not 
marketed and could not be produced in commercial 
quantities, this is not a practical issue for 
consideration. 


P.R.D.'s Action 


P.R.D. thereupon (1) issued notices of cancellation for 


use of all granular (i.e., non-liquid) formulations of 2,4,5-T 
for use around the home, recreation areas and simivar sites, and 
for use on food crops intended for human consumption; PR Notice 
70-13, Resp. Doc. No. 200; (2) issued an immediate suspension 
order for use of liquid formulations of 2,4,5-T around the home 
and for use of all formulations of 2,4,5-T in lakes, ponds and 


ditch banks; PR Notice 70-11, Resp. Doc. No. 225. 


These orders meant that pending completion of cancellation 
proceedings, 2,.4,5-T may continue freely to be used on food crops 
for human consumption and in non-liquid formulations around the 


home_and in recreation areas. Three major producers of 2,4,5-T, 
Hercules, Incorporated, Amchem Products, Inc. and Dow Chemical Com- 
pany, have requested the appointment of an advisory committee. It 
is likely, therefore, that the cancellation proceedings will be 
protracted. Indeed, as of October 7, 1970, the advisory committee 
had not yet even been appointed. In re Amchem Products, Inc. , 


Petitioner, I.F. & R. Docket No. 45. 


Petitioners' Petition to the Secretary 


In an attempt to obtain reversal by P.R.D. of this bewildering 
and inconsistent determination, these petitioners filed a petition 
with the Secretary of Agriculture on April 29, 1970. 

The petitioners represent a broad spectrum of those interested 
in curbing the use of this dangerous substance. The Children's 
Foundation is concerned generally about the likelihood of 2,4,5-T- 
induced deformities in children everywhere. They and the Migrant 
Research Project are concerned with the high exposure of migratory 
workers, including pregnant women in migratory worker families, to 
2,4,5-T sprayed on the fields where they work. The Consumer's 
Union is concerned with the dangers to consumers from contaminated 
food. Friends of the Earth and Environmental Defense Fund are 
concerned with 2,4,5-T damage to the living environment as a whole. 


The petition requested the issuance of immediate suspension 


orders for use of 2,4,5-T (1) on food crops for human consumption 


and (2) in all formulations for use around the home and recreation 
areas. It also requested the issuance of notices of cancellation 
of 2,4,5-T for all uses. The petition was supported by voluminous 
documentary evidence. : 

On June 17, 1970, the P.R.D., through the Administrator of 
the Agricultural Research Service, its parent agency, denied the 
petition in all respects. Attachment 1 to Petitioners’ Motion for 


Summary Reversal. The very next day, however, the Secretary of the 
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Interior, exercising his authority over the ar of public 
lands, banned the use of 2,4,5-T altogether on all lands managed 
by the Department of the Interior or in any Department of the 
Interior programs. Department of the Interior News Release, 
Attachment 4 to Petitioners’ Motion for Summary Reversal. 

The P.R.D. ruling gave no reason for its earlier action or 
for its denial of the petition. The same day that the ruling was 
issued, however, two high officials of the Department of Agriculture 
testified on the problems of 2,4,5-T before the Senate Subcommittee 
on Energy, Natural Resources and the Environment (cited as 2,4,5-T 
Hearings II). At those hearings the witnesses, Dr. Ned D. Bayley 
and Dr. T.C. Byerly, revealed P.R.D.'s reasons for failing to sus- 
pend immediately the use of 2,4,5-T on food crops ke human con- 
sumption. Their understanding was, very simply, that a “hazard" 
was not “imminent", thereby requiring suspension, where the hazard, 
however certain, would not take effect immediately. In the case of 
food crops, since the food would not be eaten until as much as 
several months after spraying with 2,4,5-T, the hazard was not 
"imminent". _2,4,5-T Hearings II, typewritten transcript at 126-28; 
Attachment 3 to Petitioners’ Motion for Summary Reversal: pp. 2-3. 


Proc s in this Court 
The petitioners thereupon filed this appeal, together with 


a Motion for Summary Reversal, on the ground that the interpre- 


tation of the imminent hazard language in § 4(c) jof FIFRA announced 


-15- 


and followed by the Department of Agriculture was clearly erroneous. 
This Court denied the Motion for Summary Reversal but ordered the 
Department of Agriculture to file within 30 days a statement of 

the reasons for its decision and materials in support of those 
reasons. The Statement of Reasons was signed by Dr. Ned D. Bayley. 
Yet he there made no mention of the statutory interpretation that 
he had earlier announced had been applied by P.R.D. Instead he 
adopted, retroactively, a different legal theory--the definition 


of imminent hazard formulated and applied by the Court of Appeals 


for the Seventh Circuit in Nor-Am Agricultural Products, Inc. v. 
Hardin (No. 18,478, July 15, 1970). 


ARGUMENT 


Introductory 


This is an appeal from an administrative agency determination. 
This Court's review of that determination is arent by the 
familiar standard set forth by Justice Frankfurter in Universal 
Camera Corp. v. N.L.R.B., 340 U.S. 474, 490 (1951): 


Congress has imposed on [reviewing courts] the 
responsibility for assuring that the Board keeps 
within reasonable bounds. That responsibility 

is not less real because it is limited to enforcing 
the requirement that evidence appear substantial 
when viewed, on the record as whole, by... 
Courts of Appeals - . . . [Agency] findings are 
entitled to respect; but they must nonetheless be 
set aside when the record before a Court of Appeals 
clearly precludes the Board's decision from being 
justified by a fair estimate of the worth of the 
testimony of witnesses or its informed judgment 

on matters within its special competence or both. 


In this appeal we challenge the findings of fact and the 
conclusions of the Secretary. As in all appeals from agency 
action, we bear a heavy burden, to overcome judicial deference 


to agency determinations. 


That deference, however, has two bases. As Universal Camera 


makes clear, those bases are that the agency, as finder of fact, 
is the best judge of the testimony presented to it; and that the 
agency is expert in the field of its special competence. 


In this review those bases are weak. First, the findings were 
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not based on the testimony of witnesses, but on written documents , 
chiefly published and unpublished reports of scientists. An 
appellate court is as capable of evaluating such a record as is 
the finder of fact. 

Second, the Secretary has no expertise on the question at 
issue here: the potential danger of birth deformities caused by 
continued use of 2,4,5-T on food crops, and around the home in 
non-liquid formulations. That is a question of human health, a 
medical question, and expertise on the subject resides not in 
the Secretary but in the scientists of the Public Health Service 
and the National Institutes of Health. None of the personnel 
in U.S.D.A responsible for the Secretary's determim tion has 
special qualifications to make a judgment on this matter. See 
footnote 11, infra. Even admitted expertise does not eliminate 
“the requirement for administrative decisions based on substantial 


evidence and reasoned findings . . . ." Baltimore & Ohio R.R. Co. 


v. Aberdeen & Rockfish R.R. Co., 393 U.S. 87, 92 (1968). The 


© 


absence of expertise requires closer than ordinary judicial scrutiny. 
4 


Cf. Deutsch v. Atomic Energy Comm'n, 401 F.2d, 404, 408 (D.C. Cir. 
1968). 
In the following sections of this argument we show 
--that the Secretary's findings of fact are contrary 


to the overwhelming weight of the evidence in the record; 
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--that his conclusions based on those findings are 


without any rational basis, arbitrary and capricious; 


ane 


--that he has misinterpreted and misapplied the 


governing statutory standard; 


--that, in short, his ruling refusing to suspend 
the use of 2,4,5-T on food crops and in all formu- 
lations around the home is, unlike the decision 
reviewed in Deutsch v. Atomic Energy Comm'n, supra, 
not "grounded in logic and reason", not "supported 
by generally accepted scientific peieepiess and" 
not “buttressed by a careful analysis of all the 


facts and factors involved." 401 F.2d at 407. 


I. The Secretary's Findings are Contrary to the Overwhelming 
Weight of the Evidence in the Record. 


Section 4(d) of FIFRA, 7 U.S.C. 135b(d) sets forth the 
familiar standard for judicial review of the Secretary's findings 
of fact: 

The findings of the Secretary with respect to 
questions of fact shall be sustained if supported 
by substantial evidence when considered on the 
record as a whole . .. 

The whole record, of course, includes petitioners' petition 
and the evidence submitted with it; this is an appeal from denial 
of that petition. The Secretary did not include them in the record 


he filed only because they had already been filed in this Court; 
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although he apparently disputes their relevance to this appeal. 
Response of the Secretary of Agriculture to Petitioners’ Motion 
to Supplement the Record, September 18, 1970. In any event, Rule 


16, F.R. App. P. requires their inclusion. 


The Secretary's Documents 


The procedural posture of this case, in which the adminis- 
trative record was compiled after the appeal was filed and in 
response to this Court's order, requires an unusually detailed 
analysis of that "record". 

The Secretary's pile of materials looks impressive--it 
stacks two feet high. The purport of the documents is described 
in a list of titles with brief abstracts, which itself covers 55 
pages. This filing is doubtless intended to persuade the Court 


of the thorough consideration that the Secretary gave to petitioners’ 


a 


petition. The appearance belies the reality. 


A. . Documents Numbers 200 and 225 are copies of P.R.D. Notices 
70-11 and 70-13, the cancellation and suspension notices. Document % 
No. 189 is the record of congressional hearings, 2,4,5-T Hearings I. 
Documents Numbers 183-186 are an article and follow-up letters 
by Thomas Whiteside, which are included in the filing in support of <« 
the petition of Harrison Wellford, et al., to respondent. . 

B. More than half the documents, 155 out ot 246, are 


‘ 
irrelevant to the issue raised by the petition to the Secretary and | 


by this appeal; the question of the imminent hazard to the public 
>> of 2,4,5-T and its contaminant dioxin having the potential of 
teratogenicity in humans. 
Thus: 


1. Nineteen of the documents are in German or French, 


Sa 
wn 
ror 


without translations. The Secretary cannot expect the Court to 

» engage a translator at the Court's expense. Nenbers 25 5 Ds > 

* 47, 50, 54, 55, 78, 140, 147-149, 161, 162, 169, 171, 172 and 190. 

2. Fifty-five documents are concerned only with the 

< question of direct acute toxicity of 2,4,5-T to antes human 

é beings, microbes, green algae and plants. Numbers 1, 6, 8, 10, 

p12, 14-17, 31, 35-42, 44-46, 48, 51, 56, 59-72, 75, 78-81, 83, 

» 98, 182, 188, 190, 198, 210, 211, 233, 241 and 242 and the Globe, 

3 Arizona report. (Document No. 17, moreover, is misstated in the 

abstract. The abstract states that 2,4,5-T caused "8%, reduction 

- in egg production at ten times normal concentration." In fact, the 
effects were 8.5% reduction in egg production at norma? concentrations 

, and 18.2% reduction at ten times normal concentrations. Document 

* No. 17 at 471.) : 

S Two documents deat with the problem of chloracne, « kin 

* disease with other complications, in plants Sonaraccuss rae 2,4,5-T. 

The disease is attributed to dioxin. Numbers 141 ead 226. ‘Two 

documents discuss the acute toxic effects of dioxin. Numbers 160 and 


* 


m 169. The acute toxicity of dioxin is, of course, conceded; the 
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still unresolved question of the acute toxicity of 2,4,5-T is 
not in issue; the issue is the potential teratogenicity of dioxin 
and of 2,4,5-T. 

3. Sixteen documents deal with the interesting, but 
not apparently relevant, question of the mechanics of metabolism 
of 2,4,5-T by plants and microbes. Numbers 122, 123, 192, 193, 
194, 196, 204, 206, 209, 214, 215, 219, 222, 235, 236 and 246. One i; 
document, Number 238, discusses the question of metabolism of 


2,4,5-T by animals. 
2 
4. Six documents describe how to manufacture dioxin in 


the laboratory. Numbers 146, 157, 163, 164, 165, 173. 

5. Twenty-nine documents discuss the "chick edema factor" 
--the discovery of dioxin as the cause of a serious disease in 
poultry. Numbers 132A-139, 142-145, 150-156, 158, 159, 166-168, 
170 and 175-178. Document No. 145 shows: 


. » «dioxin was formed from sodium trichlorophenate 
during production of 2,4,5-trichlorophenol (TCP) 

by alkaline hydrolysis of 1,2,4,5-tetrachlorobenzine. 
TCP is used to prepare the herbicide, (2,4,5-T]. 

A recent survey of an see ge herbicide plant 5 
revealed that 10-25 PPM ©! of [dioxin] was formed as 
a by-product . . . . [T]his herbicide plant recently 
installed a charcoal column to pass all the ICP 
through prior to further reaction to form the 2,4,5-T. 
It was claimed by plant officials that the colum 
effluate had less than 1 PPM of [dioxin]. 


5) the plant is apparently Dow Chemical Company. - 


6 "ppm" = parts per million. 
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6. Five documents deal with the mechanism by which 
2,4,5-T controls plant growth. Numbers 191, 195, 216, 218 and 


237. 


7. Six documents deal with the benefits, method of 


application and the economics of use of 2,4,5-T. ‘Numbers 4, 
179, 180, 223, 243 and 244. | 

8. Sixteen miscellaneous irrelevant documents discuss: 
the teratogenicity of DMSO (a substance having sothing to do with 
2,4,5-T)-- Numbers 11 and 34; the Serctnoseatceey of DMSO--Number 
76; the malformations of rabbits--Number 22; the background of 
birth defects--Number 27; the effects of 2,4,5-T on the aquatic 
food chain--Number 77; the uses of herbicides in Vietnam (which 
the Secretary indicates is not relevant to the issue)——Nembers 
53 and 58;7] a debate between two scientists about the hazards 
of 2,4,5-T--Number 57; how to detect 2 ,4,5-T--Numbers 112, 201 
and 227; a test for the carcinogenicity (which has never been 
asserted) of 2,4,5-T--Number 43; indications that 2,4,5-T is cyto- 
cidal against tumors--Numbers 74 and 217; respiration of plant 


cells--Number 234. 


] > : 2 > 
? Document No. 58, Ecological Effect of the War in Vietnam, 


published in the authoritative Science is described in the U.S.D.A. 
abstract as "included for completeness. Questions effects of 
extensive spraying in Vietnam." In fact, the reference states: 


A recent study of the teratogenicity.of 2,4-D and 
2,4,5-T (15) shows that the latter compound is highly 
teratogenic in rats and mice at dosages that are 
possible of ingestion by humans in Vietnam. 
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C. We now come to the documents which are in fact relevant 
to the issues involved in this appeal. 

Forty-three documents discuss the persistence of 2,4,5-T in 
soil and in the environment. By and large, they indicate that 
2,4,5-T is quite persistent. Numbers 52, 86-96, 99-111, 113-116, 
118-121, 124-127, 129-132, 224 and 245. 

1. Two documents, Numbers 33 and 82, discuss the 
question of persistence of 2,4,5-T in animal tissue. The authors 
of Number 82 conclude that a "relatively prolonged body residence 
time was observed for 2,4,5-T." 

2. Twelve documents discuss the testing of various food 
products for residues of 2,4,5-T. The testing has been only for 
2,4,5-T and not for its highly toxic contaminant, dioxin. These 
are documents numbered 13, 30, 32, 49, 73, 85, 97, 117, 128, 174, 


~ 


220 and 240. Documents 13, 32 and 49 record the so-called “market 
basket" tests conducted the Food and Drug Administration for pesti- : 
cide residues in the food supply. 

Document Number 220 describes a new method for detecting  . 
residues of 2,4,5-T in foods and states that the residue of 2,4,5-T 
in canned apricots ranged from .66 to .77 PPM. 

3. Only nine documents deal with the question of the 


teratogenicity of 2,4,5-T and of dioxin, and the proof of terato- 


genicity by tests in animals. These are documents Numbers 7, 19, 


20, 22, 23, 25, 26, 84 and 239. 

4. Fifteen documents deal with the question of trans- 
location--i.e., the storing in plant and animal tissues (and 
thus transmission up the food chain)--of 2,4,5-T. "Numbers 197, 
199, 202, 203, 205, 207, 208, 212, 213, 221, 228-232. They indi- 
cate that 2,4,5-T does translocate. 

D. A final category of documents consists of those filed 
by the Dow Chemical Company in support of its objections to the 
Notice of Cancellation of 2,4,5-T for use on food crops. Dow 
filed not only documents Numbers 19, 20, 21 and 23, dealing with 
the question of teratogenicity, enumerated in soe C.3, but 
also filed documents 18, a summary, and 29, which deals with the 
question of testing for residues of 2,4,5-T in ee document 24, 
dealing with the toxic effects of 2,4,5-T on workers in the 
2,4,5-T manufacturing plant; document 28, Dow's petition to FDA 
for the establishment of tolerances for 2,4,5-T on food--which 
FDA rejected, see document 128, and number 85, a misleading state- 


ment about residues of 2,4,5-T in milk. 


These documents were submitted by Dow to the Department of 


Agriculture on May 28, 1970 in support of its objections to the 
cancellation order and its request. for appointment of anadvisory 
committee--a proceeding in which Dow has an important financial 


interest. They are not, therefore, entitled to the same weight 
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that would be given to disinterested publications by scientists 
whose work is not supported by and who are not on the payroll of 
a major producer of 2,4,5-T. 

The documents address themselves to the Notice of Cancel- 
lation of 2,4,5-T for use on food crops. Number 18, for example, 
refers to the use of 2,4,5-T on rice and indicates that it is 
recommended, for treatment of rice: "when flooded, treat between 
7 and 9 weeks after seeding . . ." As for rice, it would appear 
that there is a conflict with and perhaps a violation of the U.S. 
D.A.'s suspension order against use of 2,4,5-T in waterways and 
water courses. 

Number 18 also summarizes Dow-conducted tests for the terato- 
genic effect of 2,4,5-T in rats and rabbits and of pure dioxin 
in rats. The experiments were intended to show that 2,4,5-T, 
which is supposed to contain no more than one PPM of dioxin, 

-will not produce teratogenic effects. They also were designed 


to prove that teratogenic effects of 2,4,5-T were caused only by 


dioxin, and are intended to refute the Bionetics tests (see, 


Pet. at 14; Resp. Doc. 189, 2,4,5-T Hearings I at 374. Not sur- 
prisingly, the Dow experiments proved what Dow set out to prove. 
Dow also argues in Document Number 18 that a study done by 
the National Institute of Environmental Health Sciences on the 
teratogenic effect of 2,4,5-T in mice and rats is not reliable. 


That study (Documents Numbers 25 and 26) reported teratogenic 


cleft palate and kidney defects in mice from Sones of 100 mg/kg 

of pure, dioxin-free 2,4,5-T 8]; fetal mortality in mice from 
doses of 100 mg/kg of Dow's commercial 2,4,5-T, and fetal mortality 
in rats from doses of 80 mg/kg of Dow's commercial 2,4,5-T. 

But Dow claims that the NIEHS studies "are oe of enough 
substance nor of sufficient relevancy to the uses of 2,4,5-TI" to 
justify a conclusion of "reasonable doubt of safety." 

The U.S.D.A. abstract to Dow's Document Number 85 recites 
what is stated in a covering letter--then states "information in 
covering letter does not agree with the tabular data." The 
abstract does not say what the tabular data showed. In fact, it 
showed that in every instance of feeding cows 2,4,5-T at levels 
of from 10 to 100 parts of 2,4,5-T per million parts of feed, there 
resulted residues of 2,4,5-T in their milk of .05 PPM. At higher 
dosage levels, 300 and 1,000 PPM, the residues in milk jumped to 
a maximum of .31 PPM at 300 PPM dosage and to a maximum of .75 PPM 


at 1,000 PPM dosage. 


The Secretary's Findings 


The Secretary's findings are not easily culled from the 


Statement of Reasons. As we are able to ascertain them, they are: 


to. SS ea ee ee ee 
Mg/kg = milligram of substance given per each kilogram of 


animal body weight. 


1. 2,4,5-T is a herbicide that kills "unwanted brush 
and weeds, but not significantly injuring other forms of 
plant life." P. 5. 

2. In producing 2,4,5-T, an impurity--"dioxin TDD",- 


"a highly toxic substance"--is produced. "[T]here is 


concrete evidence that [TDD] is a teratogen." P. 5. 


3. Dioxin causes diseases in chickens and in humans. 
Pp. 5-6. Chloracne, a disease caused by dioxin, has 
occurred in 2,4,5-T manufacturing plants. 

4. Dow Chemical Company now produces 2,4,5-T containing 
less then one PPM of TDD Dioxin. P. 6. 

5. 2,4,5-T is important to agriculture "by cutting 
losses to weeds that curtail food harvests" and is similarly 
important to forestry. The largest use is for brush control 
on rights of way (49%). The second largest use is for 
agriculture (19%). P. 8. 

6. 2,4,5-T "is not considered a persistent pesticide." 
It "persists in soils for not more than three months." P. 9. 

7. Residues "are not of sufficient magnitude to justify 
concern as potential health hazards." P. 9. 

8. Drift is not "a significant hazard." P. 10. 

9. Use of 2,4,5-T around water could create "a poten- 
tial danger to humans." P. 10. 


10. Residues of 2,4,5-T in dairy products are rare and 


at low levels. A.isnals, including dairy ee eliminate 
residues rapidly. P. 10. 

11. 2,4,5-T "may be a teratogen." P. 11. 

12. The "validity and the implications te ee health" 
of the studies of the Food and Drug Administration and the 
National Institutes of Environmental Health Sciences showing 
teratogenicity of 2,4,5-T with minimm or no dioxin content, 
are "subject to question." P. 13. | 

13. There is no confirmed report of human birth defects 
in the U.S. caused by 2,4,5-T. Reports of birth defects in 
Vietnam from widespread use of 2,4,5-T “have not been con- 


firmed." P. 13. 


14. Of "5,300 food samples" tested by the Food and Drug 


Administration for pesticide residues, "only two showed 
detectable residues [of 2,4,5-T] at .1 ppm." P. 14. 

15. The “massive doses" of 2,4,5-T that cause birth 
defects in test animals are not comparable to "the insigni- 
ficant amounts of 2,4,5-T that reach the American people." 
"[P]otential teratogenicity to humans and human embryos 
and fetuses must be gauged by analysis of the actual intake 
amounts that can reasonably be expected to enter the human 
body." P. 14. , 


The findings fall into three categories: 
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1. Findings on persistence and drift: Findings 6 and 8; 

2. Findings on exposure of humans to 2,4,5-T, in water 
and food as residues: Findings 7, 9, 10 and 14; 

3. Findings on the potential danger to humans of the 
teratogenic effect of 2,4,5-T and dioxin: Findings 11, 12, 13 and 15. 

The findings are not supported by the record; they are con- 
trary to the overwhelming weight of the evidence in the record; 
they are, hence, arbitrary and capricious in the extreme. 

Persistence and Drift. The finding that 2,4,5-T "persists 
in soils not more than three months" is squarely contradicted by 
the record. Indeed, the record indicates that 2,4,5-T persists 


not less than three months. Thus, the Secretary's documents show 


presence of 2,4,5-T at three months (99), "after 93 days" (100) ,9! 


103 days (96), "most persisted 13 weeks, some left at 19 weeks (116), 


no deg:adation at three months (130), "many months" in soils not “ 
impregnated with sewage (124), four to five months (105), up to : 
eight months (Globe, Arizona report, p. 28), 247 days (86), 270 
days (89), and one year (113). See also, the authorities cited, 
Pet. at 19 (including some of the same authorities). 

The point is that residues of 2,4,5-T remain the soil long 
enough into the growing season to be taken up and to be adsorbed 


by plants used as food by people. 


—. 


Quotations are from the Secretary's abstracts. 


Nothing is cited in support of the claim that dritt is not 
a significant hazard. U.S.D.A.‘s own regulation is squarely 
contradictory. In 7. C.F.R. §362.115 (1970), the Secretary warns: 
When used in a dust form, the pesticide: may 
drift for miles. Dusting by airplane particu- 
larly is likely to cause damage by such drifting, 
and for this reason, dust formulations should 
not be applied by airplane. 
Spray droplets may drift one mile in a three-mile-per-hour wind. 
Testimony of Harrison Wellford, Resp. Doc. 189, 2,4,5-T Hearings I 


at 11. Drift in recreation areas and into migratory workers' homes, 


for example, can be dangerous. 


Exposure. Finding Number 7, that 2,4,5-T residues do not 


"justify concern as potential health hazards", is a general con- 
clusion that must in turn rest on Findings Numbers 10 and 14. 
Finding Number 10 suggests that residues in meat are rare and at 
low levels, based on experiments with feeding es 2,4,5-T. 
Note “low'--not "none". Contrary to this is Dow's own study, 
Resp. Doc. 85, showing high levels in milk after feeding 2,4,5-T 
to dairy cattle, p. 27, supra. i 

Finding Number 14 is based on the FDA Fact Sheet, Resp. Doc. 
128, Pet. Ex. 2. The Fact Sheet reference to "5,300 samples" 
refers to FDA's "market basket” surveys, reported in Resp. Doc. 
Numbers 13, 32 and 49. The sampling method is not a reliable 
indicator of possible human intake of 2,4,5-T. Food is tested by 
mane “composite samples of commodity oes in. which high levels 


aS 


of pesticide in individual samples 

would tend to be leveled out by dilution of 

other substances of the same analytical sample, 

so that the overall, which is a measure of 

average exposure, would not necessarily reflect 

the presence of extreme samples. 
Testimony of Dr. Virgil Wodicka, Director, Bureau of Food, 
Pesticides and Product Safety, Food and Drug Administration, 
Hearings on S. 3866 before the Senate Subcommittee on Energy, 
Natural Resources and the Environment of the Committee on Con- 
merce, September 29, 1970 (typewritten transcript) (2,4,5-T 
Hearings III) at 35. 

Most important, however, is the absence of any tests for 
dioxin itself. P.R.D. has acted without any evidence to show 
that dioxin does not reside in food products. And, to the contrary, 
recent studies by U.S.D.A. itself show that plants take up and 
store dioxin "from a low of .208 to a high of .850 parts [per 
million] dioxin in the plant."" Testimony of Dr. George W. Irving, 


Jr., Director, A.R.S., 2,4,5-T Hearings III at 20. There is evi- 


dence that animals also store dioxin in their tissues. Resp. Doc. w+ 


~~ 


189, 2,4,5-T Hearings I at 410. 

Moreover, any speculation--for that is what it is--that levels 
of 2,4,5-T or of dioxin in food are too low roinreeent a Ceratomenton 
hazard is worthless in view of the fact that teratogenic effects 
have been observed in animals at very lou Teveks of 2,4,5-T and 


dioxin ingestion. Testing at smaller and smaller levels has not 
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yet reached a sure "no effect level" for these substances, except 


in the studies claimed to be carried out by the Dow Chemical 
Company, a major producer of 2,4,5-T. Compare the statement of 
Dr. M. Jacqueline Verrett, Resp. Doc. 189, 2,4,5-T Hearings I at 
195-96 with Resp. Docs. 19, 23; 189 at 375, 377. 

Finally, the Secretary has altogether ignored the serious 
exposure problem of migratory workers. They engage in spraying 
herbicides and pesticides. They are exposed to residues while 
working in soil preparation and harvesting ee tree crops. 
Pregnant women work alongside their husbands. Moreover, their 
camps are exposed to drifting dust and spray. Pet., p. 21; 
Migrant and Seasonal Farmworker Powerlessness, Hearings before the 
Subcommittee on Migratory Labor, Senate Committee on Labor and 
Public Welfare, 91st Cong., Ist Sess., August 1, September 29, 30, 
1969, part 6, Pesticides and the Farmworker. 10] See, 163 The New 
Republic, No. 15 at 10 (October 10, 1970): "UFWOC [the migratory 
workers' union] . . . monitors closely the use of . - . the herbi- 
cides 2,4-D and 2,4,5-T." 


1) a galley proof at the time this brief is filed. An as 


example of migratory worker exposure, there were 94 farm worker 
injuries from pesticides reported in one California country alone 
for 1967. Reports of Occupational Disease Among Agricultural Workers 
Attributed to Pesticides and Other Agricultural Chemicals, Kern 
County, 1967, State of California, Division of Labor Statistics and 
Research; Hearings, part 6, Galley 20-23. ; . 

Cesar Chavez, head of UFWOC, testified that 80% of farm workers 
interviewed by the Public Health Service reported symptoms of pesti- 
cide poisoning. Id., Galley 74. 
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Teratogenic Hazard to Humans. The Secretary's key findings, 


11, 12, 13 and 15, relate to the potential teratogenic hazard of 
2,4,5-T and dioxin to humans. It is here that P.R.D. is least 
competent; it is here that the Secretary's findings are least sup- 
ported by the record. 11) 

Respondent admits that dioxin is teratogenic (Finding 2), but 
would assert that human exposure in food is not at a dangerous 
level (see Findings 4 and 7). He also argues that "the validity 


and the implications to human health" of the FDA and NIEHS studies 


showing that 2,4,5-T with minimm or no dioxin is also teratogenic 


are "subject to question" (Finding 12). 

Dioxin. The newest commercially produced 2,4,5-T, of 
Dow Chemical Company, it is claimed, contains only one PPM dioxin. 
The Dow studies themselves claim no teratogenic effects of dioxin 
at three hundredths of a microgram (millionths of a gram) per kilo- 
gram of body weight. Statement of Dr. Julius Johnson, Vice-President 
of Dow Chemical Company, Resp. Doc. 189, 2,4,5-T Hearings I at 377; 
Resp. Doc. 23, p. 8. A non-teratogenic dose of Dow's 2;,4,5-T for 


an animal, then, would be three-hundredths of a gram per kilogram 


11 y¢ is worth noting that none of the team of U.S.D.A. officials * 
who assisted Dr. Bayley in making his findings is qualified by 
training or experience to evaluate the evidence of teratogenic effect. 
Their curricula vitae show that Bayley's training is in animal hus- 
bandry, Byerly's in zoology and poultry husbandry, Hays' in pharma- 
cology, Irving's in chemistry and entomology, Kearney's in biochemist 
Tschirley's in botany and Ennis‘ in plant biology and agronomy. All 
have been working in administration or in regulation of pesticides 
from the crop protection viewpoint. Compare the curriculum vitae of 
Dr. Samuel Epstein, Resp. Doc. 198, 2,4,5-T Hearings I at 419-430. 
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of body weight. For humans the accepted permissible maximum is 
1/100--one percent of that dose. See p. 42, eneret And Dow is 
not the only maker of 2,4,5-T. On September 28, 1970, P.R.D. 
announced that it had found dioxin levels of up to 22 PPM in 


commercially marketed 2,4,5-T. P.R.D. will now order recall or 


seizure of high dioxin-contaminated 2,4,5-T--if it finds it. 2,4,5-T 


, Hearings III at 18-19. 
. The FDA and NIEHS Studies; Experimental Method. On page 14 


of the Statement of Reasons (Finding 15), the Secretary argues that 
the "massive dosages" of 2,4,5-T fed to test animaiis distort the 
test results. This argument shows the failure of Dr. Bayley and 
his colleagues to understand the nature of the gate on which their 


findings and action are based. Dr. Epstein, the Mrak Commission's 


expert on teratogenicity, stated in this connection: 


Agents should be tested at higher dose levels than 
might be anticipated in humans following high-level 
accidental exposure, as well as following extensive 
low-level exposure. This is essential to attempt 
to reduce the insensitivity of conventional test 
systems based on very small numbers of animals com- 
pared with the millions of humans at presumptive 
risk. 


To illustrate this further, let us assume; that at 
actual human exposure levels, a pesticide induces 
teratogenic effects or cancer in as many as 1 out 

of 10,000 humans, then the chances of detecting this 
in test groups of less than 50 rats or mice exposed 
at these actual levels would be very low. Indeed, 
many more than 10,000 rats or mice, depending on 
their spontaneous incidence of teratogenic effects 
or cancer, would be required to demonstrate a statis- 
tically significant effect, if we assumed that rats 


and humans have similar sensitivity to the tera- 
togen or carcinogen being studied. 


For some teratogens, humans may be less or may be 
more sensitive than test animals. Meclizine--a 

drug used for morning sickness in pregnancy--for 
example, is teratogenic in the rat, but not apparently 
in a restricted number of humans studied (King, 1965; 
Yerushalamy and Milhovich, 1965). 


With! thalidomide conversely, the lowest effective 
human teratogenic dose is 0.5 mg. per kg. a day. 
Corresponding values for the mouse, rat, dog, and 
hamster are 30, 50, 100, and 350 mg. per kg. a day 
(Kalter, 1968). 


Thus humans are 60 times more sensitive than mice, 

a hundred times more sensitive than rats, 200 times 
more sensitive than dogs, 700 times more sensitive 

than hamsters. 


Clearly, attempts to determine a safe level for 
thalidomide, based on animal teratogenicity data, 

would clearly expose humans to significant terato- 

genic hazards. Accordingly, it is routine practice 

to test for teratogenicity and carcinogenicity at a 
range of concentrations, including those higher than 
human exposure levels, and extending to maximally 
tolerated doses (MID). Resp. Doc. 189, 2,4,5-T Hearings 
I at 406. 


* 
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Human Birth Defects. The Secretary also relies on the finding 


(13) of no confirmed reports of human birth defects from 2,4,5-T 


as refuting the experimental evidence. Again, Dr. Epstein: 


Epidemiological surveys of human populations may 
provide post hoc information on geographical or 
temporal clusters of unusual types or frequencies 

of malformations following exposure to undetected 
or untested teratogens in the environment. However, 
logistic considerations, quite apart from inadequate 
current surveillance systems, limit the utility of 
this approach. 


It should be emphasized that no major known human 
teratogen such as X-rays, German measles, mercury, 

or thalidomide, has been identitied by retrospective 
epidemiological analyses, even in industrialized 
countries with highly evolved and SE tae ee medical 
facilities. 


Prospective epidemiologic surveys on agents previously 
shown or suspected to be teratogenic, by experimental 
studies or by retrospective population surveys, are 
clearly inappropriate. Id. at 407; see also Mrak Report 
at 661-62. 
Moreover, unlike thalidomide, 2,4,5-T and dioxin are likely to 
cause fairly common defects: cleft palate and kidney abnormalities. 
This makes it less likely that its effects will be traced to it. 
There may be hundreds of children born with these deformities, 
caused by 2,4,5-T and dioxin, which will never be identified as 


culpable. See, testimony of Harrison Wellford, Resp. Doc. 189, 


2,4,5-T Hearings I at 9. 


The Secretary's "question" of the validity and health impli- 
q q 


cations of the FDA and NIEHS studies is based on a dangerous failure 
to understand the facts. His findings are based on a misunder- 
standing ot the experimental method, and the nae ot confirmed 
reports ot human birth defects caused by 2,4,5-7. The findings 


are, as a scientific matter, worthless and clearly wrong. 


Conclusion 
It should be clear from this review that the Secretary's 


findings ot fact are not supported by substantial evidence on the 


whole record. 

1. The findings on persistence and drift are supported by 
no evidence; the entire record on these points refutes the Secre- 
tary. He "is not authorized to ignore material, uncontradicted 
facts."' N.L.R.B. v- Cleveland Trust Co., 214 F.2d 95, 98 (6th 
Cir. 1954). 

2. The findings on exposure are based on two propositions: 


that the level of exposure is low in fact; and that such a level 


can cause no harm. The first proposition relies on the FDA “market 
+ 


basket" tests.’ Those tests, we have seen, are a possible measure 
of "average exposure"; they would not indicate even the statistical 
possibility of individual exposure of pregnant women from food, 
either nationwide or in particular geographic areas. Where human 
health is in the balance, such an "average" is too weak a reed to 
rely upon. The projection based on those figures, Resp. Doc. 117, 
is therefore nothing but an ingenious arithmetical exercise. On 
the other side of the balance is the absence of any testing for 
dioxin and the evidence that food plants do take up dioxin and 
2,4,5-T in detectable, measurable quantities. 

3. The findings on what level of exposure is dangerous to 
humans and the findings on teratogenic hazard are unsupportable. 
They are based solely on isolated evidence presented by the Dow 


Chemical Company and a U.S.D.A. study of sheep. Such tests are 


ordinarily performed on specific strains of rodents bred for 
uniformity of reaction, and under strict eatoracces conditions. 
This is, as we have seen, a subject matter in which the Secretary, 
his subordinates and P.R.D. have no expertise. His evidence is 
contradicted by the careful studies of trained HEW personel. 
The Secretary's decision on this question is eraoeces to 

the decision of the Secretary of Health, Education and Welfare 
that was reversed in Thomas v. Celebrezze, 331 F.2d 541 (4th Cir. 
1964). The Secretary had ruled that a claimant for disability 
benefits was not disabled. He had relied on the opinion of one 
physician, which was contradicted by the opinion of three other 
physicians. The court, in an opinion by Judge Sobelofé, held 
that the decision was not supported by substantial evidence on 
the whole record. Judge Sobeloff applied the following rule: 

- « - if, for example, reliance has been! ptaced 

upon one portion of the record to the disregard 

of overwhelming evidence to the contrary, the 

courts are equally bound to decide against the 

Secretary. 331 F.2d at 543. 

Hence, if the single negative medical report | 
were the only evidence, the Secretary might 
have been justified in finding as he did; 


however, the entire record, as fully developed, 
leads only to a contrary conclusion: Id. at 546. 


II. The Secretary's Refusal to Suspend meas 2,4,5=T- 
on Food Crops and in Non-Liquid Formulations Around the Home 


is Arbitrary, Capricious, an ‘Abuse of Discretion —— Without 
Rational Basis. 


The Secretary's action suspending 2,4,5-T for use in liquid 


formulations around the home and in waterways, but not suspending 
for use on food and in granular formulations around the home, is 
bewildering. There is no perceivable rational basis for distin- 
guishing between these uses. 

The Secretary found that use of 2,4,5-T around water could 


create "a potential danger to humans." Statement of Reasons, p. 10. 


© 
Nowhere is the potential danger explained. We must assume, therefore 


that the Secretary was concerned about 2,4,5-T finding its way 
into the water supply and being drunk by humans. 

The evidence of persistence and concentration in water filed 
by the Secretary indicates that there is no greater danger to 
humans from water-borne 2,4,5-T than from food-borne 2,4,5-T. 
There is tremendous dilution in streams in which 2,4,5-T is directly 
applied, down to levels of .07 parts per billion (Resp. Doc. 111) 
and never higher than five parts per billion (Resp. Doc. 113). 
Contamination is reported to be very short-term (Resp. Doc. 52, 
118). See also, Resp. Doc. 95, 105. 

Considering the further dilution as streams, ditches, etc.. 
flow into human water supply sources, it is obvious that levels 
of 2,4,5-T ingestible by humans from contamination of water are 
comparable to, and no higher than the levels ingestible in foods. 
There is no rational basis cognizable in the statute for distin- 


guishing between the two sources of danger. 


There is one possible explanation, which, BA trae. would 
make the Secretary's action a clear abuse of discretion. The 
Secretary refused even to cancel uses of 2,4,5-T on rights of 
way and in forests. These add to 59% of all 2,4,5-7 sold. He 
suspended only aquatic uses, accounting for 2%, and liquid for- 
mulations for home use--all lawn and turf use in all formulations 
amounts to 7%. He refused to suspend for farm ee which account 
for 19%. The figures are from Resp. Doc. 179, Table 2. In his 
Statement of Reasons the Secretary relies on the fact that banning 
2,4,5-T would increase weeds and brush removal costs by $52,000,000. 
His decision therefore would seem to be based in great part, if 
not entirely, on economic considerations. But such considerations 
are not made relevant by the Congress to a determination on sus- 
pension. The only consideration for the Seeretesy) is the imminent 


hazard to the public health or safety. 


Thus the decision is an abuse of discretion because it rests 


“on an impermissible basis . . . or in Judge Learned Hand's words, 
on other considerations that Congress could not have intended to 
make relevant." Wong Wing Hang v. Immigration and Naturalization 
Service, 360 F.2d 715, 719 (2d Cir. 1966). : 

The decision also flies in the face of the actions and ad- 
vice of the Public Health Service and the Food and Drug Adminis- 


tration, agencies not only more concerned with human health but 
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also endowed with considerably medical expertise--in which U.S.D.A. 
is lacking. 

First, despite its infrequent discovery of 2,4,5-T residues 
in food samples tested, the FDA nevertheless has refused to estab- 
lish a tolerance for 2,4,5-T on foods. Resp. Doc. 128; Pet. Ex. 2. 
As the Surgeon General has announced, "There is no tolerance for 
2,4,5-T on meat, milk or any other feed or food." Resp. Doc. 189, 
2,4,5-T Hearings I at 169. 

Second, the Surgeon General expressed a view that seemed to 
differ from that of the U.S.D.A. representatives on the Inter- 
agency Committee that advised on the 2,4,5-T action in April; 
apparently, his view was overridden. 2,4,5-T Hearings II at 174- 
79; Attachment 3 to Motion for Summary Reversal at 13-14. 

Third, the Secretary has quite ignored the accepted safety 
factor of 100--that is, that levels of exposure to humans should 
be no more than 1/100 of the level showing harm to test animals. 
This is the factor accepted by FDA. 2,4,5-T Hearings III at 39-43. 
For example, human teratogenic sensitivity to thalidomide was 60 
times that of mice, 100 times that of rats, 200 times that of dogs 


and 700 times that of hamsters. Resp. Doc. 189, 2,4,5-T Hearings I 


i) 
« 


at 406.12] on the 1/100 basis, the dioxin safety level for humans, | 


12 Dioxin is one million times as toxic a teratogen as thali- 
domide; that is, a dose of dioxin causes birth deformities in the 
chick embryo at one millionth the quantity of the minimm deformity- % 
causing dose of thalidomide. Whiteside, Department of Amplification, 
The New Yorker, June 20, 1970, reprinted in 116 Cong. Rec. E6256-9 (xs 


(daily ed., July 2, 1970). 
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accepting the Dow claims (Resp. Doc. 189, 2,4,5-T Hearings I at 
377) is three ten-thousandths of a microgram per kilogram of body 
weight; or three ten-thousandths of a gram of Dow! s 2,4,5-T. (See 
p- 34, supra.) 

There is no acceptable interpretation of the "imminent hazard" 
standard of FIFRA (see part III, infra) that can explain the Sec- 
retary's refusal to suspend use of 2,4,5-T on Sood crops when he 
has suspended it for use in waterways, or that can explain his 
refusal to follow the lead of the Public Health Service and FDA. 
This kind of inexplicable inconsistency is ground for reversal. 

In Metropolitan Life Ins. Co. v. N.L.R.B., 327 F.2d 906 
(lst Cir. 1964), the company was challenging a Board designation of 
the boundaries of insurance agent bargaining units. The geographi- 
cal characteristics of the designations had continually changed-- 
sometimes state-wide, sometimes city-wide, sometimes metropolitan 
area-wide. The Board had rationalized its decision on the basis of 
finding a “commmity of interest" among the agents in the area. 

Particularly questioned was a designation for Cleveland that 
included suburban offices and a designation for Chicago that excluded 


them. The Court first noted the broad Board discretion in deter- 


mining bargaining units. 327 F.2d at 909. But as to the Board's 


rationale, the Court found 


Why there should be a community of interest among 
Metropolitan's agents working in both city and 
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suburban offices in Cleveland but no community 

of interest among its agents working in both 

city and suburban offices in Chicago is not 

explained by the Board majority and is beyond 

our comprehension. 327 F.2d at 910. 
The Court concluded that in fact the Board simply granted the 
union whatever area the union had applied for, on the basis of its 
chances of winning the election. The Court, therefore, "[iJn 


the absence of any statement by the Board of any other rational 


basis for its varying unit determinations", reversed. 


III. The Secretary's Refusal to Suspend 2,4,5-T Immediately 


for Use on Food Crops and in Non-Liquid Formulations Around the 
Home is a Violation of FIFRA. 


The Secretary has now repudiated the interpretation of the 
“imminent hazard" provision of §4(c) of FIFRA that Drs. Bayley 
and Byerly offered in explanation of their refusal to suspend 
2,4,5-T for use on food crops, that a hazard is not "imminent" if 
it is not immediate. The Secretary now relies, retroactively, 
upon the definition of "imminent hazard" in Nor-Am Agricultural 
Products, Inc. v. Hardin (U.S. Ct. App. 7th Cir., No. 18,478, July s 
15, 1970). That definition, which derives its support from the 
legislative history of a different statute dealing with a different — 


problem, is not appropriate for application here. Even the Nor-Am 


definition, however, does not support the Secretary's action in 


the context of this case. 


“Imminent Hazard" 


The Congress‘ Intent. The simplest and most sensible 


definition of “imminent hazard" in FIFRA is a hazard which is 
likely to occur before the full and lengthy cancellation pro- 
ceedings of FIFRA can be completed. This is, indeed, the defini- 
tion proposed in an amendment offered to the Federal Hazardous 
Substances Act, 15 U.S.C. §§1261 et seq., by Senator Hart of 
Michigan. S$. 3866, 91st Cong., 2d Sess. (1970). 

In proposing the amendment, Senator Hart explained the 
meaning of the term "imminent hazard" as congress intended it in 
1964 when the FIFRA amendments were enacted. 116 Cong. Rec. S. 
12122-3 (daily ed., July 27, 1970). Senator Hart intended to 
correct the P.R.D. misinterpretation of "imminent hazard" as stated 
by Drs. Bayley and Byerly. He said: | 


Although the "imminent hazard" test traditionally 
has served to delineate those hazardous substances 
which require immediate suspension from the market-- 
as opposed to removal following drawn-out administra- 
tive procedures--there has always been considerable 
dispute as to the term's precise meaning. 


At our subcommittee hearings, the Department of 
Agriculture offered a definition of the term which 
greatly limits the Department's authority to act. 
"Imminent" was equated with "immediate" or 
“threatening to happen now’. The_problem created 
by this definition is that it renders the Depart- 
ment powerless to control dangers which arise 
indirectly from certain pesticide uses. For one, 
it rules out immediate suspension of use on food 
crops, since crops treated with even the most 
deadly of pesticides will not be eaten "immediately" 
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after spraying. 


Whereas it_ seems unthinkable that Congress would 
ever have intended to so limit the Department, it 
should be made clear that it is not now its inten- 
tion to do so. In setting down a clear definition 
of “imminent hazard", it seems sensible to reflect 
back to Congress" original objective in using the 
words, They arose, it appears, as a response to 
the lengthy procedures normally required by Federal 
law to effect removal of pesticides and other 


hazardous substances. The Congress recognized 
that cases would arise under both the Hazardous 


Substances Act and the Federal Insecticide, Fungi- 
cide and Rodenticide Act in which the continued 


use of a dangerous substance pending the adminis- 


tration of those procedures would unduly jeopardize 
the public. In both acts, the contingency to be 


protected against was described as an "imminent 
hazard." 


In light of this objective, I would argue that 
"imminent" ought to be defined in terms of the 
length of time normally consumed by the procedures 
in question. If the public is to be protected at 
all times, the administering authority must be 
permitted to dispense with normal procedures for 
removal whenever damage may result before those 
procedures have run their course. By defining an 
“imminent hazard" as one which "if it damages man 

or the environment, is likely ta do so prior to 

the time normally required to carry out the procedures " 
authorized by the act, S. 3866 would insure that 

an adequate response to danger is always within the 
capacity of the Government. It would also expressly 
reject the Department of Agriculture's definition 

as one which occasionally would rule out any such 
response. [Emphasis added.] 


Senator Hart pointed out that this definition was what the 


Congress intended in 1964. The procedural scheme of the statute 


demonstrates this. It is also the most sensible definition, even 


absent evidence of Congress' intent. 


Prior to the 1964 amendments FIFRA included 3 cancellation 
power, no cancellation procedures, and no ener power. The 
Secretary could do no more than issue a "registration under pro- 
test", 7 U.S.C. former §135b (1964), and proceed against the manu- 
tacturer in court. H.R. Rep. No. 1125, 88th Cong., 2d Sess., 

1964 U.S. Code Cong. & Adm. News, 2166-67 (1964). 

The 1964 amendments provided for cancellation of registration 
administratively, after carrying out procedures that could be quite 
lengthy. The procedures are set out in great detail. But reali- 
zing the need for authority to protect the public in the interim, 
the Congress added the power to issue an immediate suspension. 
Under a suspension order, the manufacturer is entitled to resort 
to the same procedures available when a cancellation notice is 
issued. The difference is that a cancellation notice does not re- 
quire removal of the product from the market ante after the pro- 
ceedings are concluded; but a suspension order requires removal 
of the product from the market while the proceedings are pending. 

Thus, the two procedural tools are designed to work together. 
Where a pesticide may be hazardous, but its effects will not be 
triggered before advisory committee, public hearing and other can- 
cellation procedures are concluded, the notice of cancellation is 


appropriate. But where the hazardous effect is likely to be trig- 


gered before cancellation proceedings can be concluded, then, in 


order to protect the public, the Secretary is to employ his 
suspension powers. 

Application of this definition here would require immediate 
suspension of the 2,4,5-T uses for which cancellation notices have 
been issued. Despite the Secretary's near dismissal of the evi- 
dence ot teratogenic eftect of 2,4,5-T (Statement of Reasons, 
pp- 11-13; see p. 29, supra), this could be the only evidence 
persuading P.R.D. to issue notices of cancellation for use of 
2,4,5-T on tood crops and for use in non-liquid formulations around < 
the home. But if birth defects are caused by 2,4,5-T, birth defects — 
will be caused by 2,4,5-T before the cancellation proceedings are 
concluded. 

The Nor-Am Test. We urge the Court to adopt the simple, 


2 


workable definition of "imminent hazard" that we have just suggested. 


But the Secretary also failed properly to apply the Nor-Am defini- 


tion. The definition the Secretary adopts is 


an imminent hazard exists when an economic poison 
presents a public health situation which must be 
corrected immediately and cannot be permitted 

to continue while a hearing is held and that the 
suspension authority must be exercised sparingly, 
i.e., only when a serious emergency exists. 
Statement of Reasons, p. 4. 


The principal difference between the interpretation we suggest above 
and this formulation is the requirement of a “serious emergency." 
The Secretary nowhere articulates in his Statement of Reasons 


how he has applied this definition to his findings of fact. Pre- 
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sumably the Secretary and his subordinates, Dr. Bayley, et al., 
would concede that any substantial number of human birth defects 
caused by 2,4,5-T is an “emergency”. The problem is that it will 
be difficult, if not impossible, ever to prove a causal relation- 
ship between 2,4,5-T and specific deformed babies or even a pro- 
portional increase in birth defects. See p.36, supra. First of 
all, the effects of 2,4,5-T are likely to be cleft palate and 
kidney abnormalities, see p.37, supra, and possibly mental retar- 
dation. These are among the most common birth defects. Second, 
where 2,4,5-T is in the food supply, no mother of a deformed or 
mentally retarded baby will suspect, or have any basis for knowing, 
that 2,4,5-T was the cause. 

The FDA's prevention of the marketing of thalidomide in this 
country is widely regarded as having prevented a catastrophe. The 
producer's new drug application was refused by FDA when evidence 
of teratogenicity was revealed. Thalidomide caused unique, easily 
traceable deformities--babies born without arms or legs. FDA 
found less than 30 documented cases of thalidomide-caused deformity 
to babies born of American mothers; prevention of widespread dis- 
tribution of the drug is estimated, however, to have prevented 
10,000 deformed births. Mintz, The Therapeutic Nightmare, 248-64, 


esp. 251, 261 (1965). FDA's action "averted a horribly tragedy" 


and the FDA official responsible was decorated by the President. 


Id. at 248. 


We assume that the Secretary would concede that thalidomide 
created a "serious emergency". If the presence of 2,4,5-T in the 


food supply, and exposure to it from drifting spray and dust 


€ 
) 
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increases the number of deformed babies by no more than one percent; 


would the Secretary concede that this is an emergency? Here we 
are faced with the likelihood that some mothers, those most sensi- 
tive, exposed to 2,4,5-T,will bear deformed babies. Indeed, this 
is doubtless happening today, untraced and untraceable. 

In short, the potential for birth deformities of American 
children presented by 2,4,5-T is a "serious emergency". Failure 


of the Secretary so to find demonstrates that he has failed to 


«| 


follow the statute. Indeed, it demonstrates the danger of judicial ° 


and administrative insertion of such a test into the statute. 


IV. Conclusion. 


an imminent hazard to the public. The power to act is the Secre- 
tary's , and he will doubtless argue that his determination not to 
exercise the power is discretionary and cannot be reviewed. See, 
Environmental Defense Fund v. Hardin, (U.S. App. D.C. No. 23,813), 


Brief for the Respondents, August 31, 1970, at 17. His determina- 


tion must, however, be based upon findings of fact and application 


of law to those findings. This determination can be reviewed 


and if wrong, corrected. See, Davis, Discretionary Justice 4 


(1969). 

The Secretary's determination here is based on findings that 
have no or virtually no support in the record, os on conclusions 
that have no rational basis. The determination was arbitrary and 
capricious and an abuse of discretion. It was, moreover, based on 
a misinterpretation and a misapplication of the governing statute. 

For the foregoing reasons the Secretary's aE to suspend 
the use of 2,4,5-T on food crops and in non-liquid formulations 
around the home, in recreation areas and similar places, embodied 
in his denial of the petition of these petitioners on June 17, 
1970, should be reversed and set aside. The Secretary should be 
ordered to exercise his discretion on the basis of a finding that 
such uses of 2,4,5-T create an imminent hazard to the public. 


Respectfully submitted, 


William A. Dobrovir 
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Statutes (continued) 

7 U.S.C. 135(z)(2)(a) 

7 U.S.C. 135(z)(2)(g) 
Miscellaneous: 


110 Cong. Rec. 2948-49, 7189 (1964) : 
H.E.W. Secretary's Commission on Pesticides and 
Their Relationship to Environmental Health . 
(Mrak Report) ; 
H. Rept. No. 1125, 88th Cong., 2d Sess. (1964) - 


Pesticides Moni’ Journal 


IN THE UNITED STATES COURT OF APPEALS 
FOR THE DISTRICT OF COLUMBIA CIRCUIT ; 


No. 24,434 


SECRETARY OF AGRICULTURE 


BRIEF FOR THE RESPONDENT 


COUNTER-STATEMENT OF THE ISSUES 

1. Whether Section 4d of the Federal Insecticide, Fungicide, and 
Rodenticide Act, 7 U.S.C. 135b(d), confers direct review jurisdiction 
upon @ court of appeals over decisions of the Secretary of Agriculture 
with respect to the interim suspension of registrations of economic poisons. 

2. Whether the Secretary's decision not to suspend certain uses of 
an economic poison registration is “agency action [which] is comitted to 
agency discretion by law" within the meaning of Section 10 of the 
Administrative Procedure Act. : 


3. Whether, in any event, there is a rational basis for the 
Secretary's conclusion that notices of cancellation were properly issued 
with respect to all 2,4,5-T registrations for use on food crops and for 
all granular formulations for. use about the home, but that such registra- 
tions should not be suspended pending the administrative proceedings in 
connection with the notices of cancellation. 


STATUTES INVOLVED 

There are set forth in the Statutory Appendix to this brief the 
pertinent provisions of the Administrative Procedure Act (5 U.S.C. 
[Supp. IV] 701(a)(2), 706, 1005(a)), and of the Federal Insecticide, 
Fungicide, and Rodenticide Act (7 U.S.C. 135(z)(2)(c), 135(z)(2)(a), 
135(z)(2)(g), 135b(c), 135b(d), 135f, 135g). 


COUNTER-STATEMENT OF THE CASE 
I. STATUTORY AND REGULATORY BACKGROUND 
The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), 


7 See 135~135k, was enacted in 1947, and was amended in 1959 and in 


1964. ‘The statute, as amended, gives the Secretary of Agriculture 
exclusive jurisdiction with respect to the registration of an economic 


# This case was before the Court on petitioners' motion for 
summary reversal and respondent's opposition thereto. See order of 
July 31, 1970. 


1/ 61 Stat. 163-173; 73 Stat. 286-288; 78 Stat. 190-193. 


2/ 
poison. Registration is a precondition to the interstate distribution 


of an economic poison, 7 U.S.C. 135a. Any person who violates the provi- 
sions of the Act is amenable to criminal penalties, 7 U.S.C. 135f; and 
economic poisons moved interstate in contravention of the statutory pro- 
scriptions are subject to seizure, 7 U.S.C. 135¢. The primary concern 
under the FIFRA is the public safety and welfare, and Section 4c of the 
Act vests discretion in the Secretary to issue a notice of cancellation 
when he "determines that registration of an economic poison should be 
cancelled." 7 U.S.C. 135b(c). Section 4e also grants the Secretary 
discretionary authority to issue an interim emergency order suspending 
the registration of an econamie poison when he finds that such action 4s 
necessary to prevent an inminent hazard to the public. 

Comprehensive administrative procedures are available to a regis- 
trant - i.e., manufacturer of an econamic poison - whenever the Secretary 
Suspends or cancels a registration. Ae a SE 
of cancellation or a suspension order may request the appointment of a 
special advisory committee of scientists selected by the National Academy 


2/ The term “econamic poison” is defined in the Act as "(1) any 
substance or mixture of substances intended for 


of substances) intended 
as a plant reguiator, defoliant or desiccant." 7 U-S-¢- 135(a). 


See, e.g., H. Rept. No. 1125, 88th Cong., 2d a (1964); 
Che. Ree SENG, 89 CLOGR). 7 


of Sciences to study the matter. The advisory committee mst complete its 
independent ay Ss its report and recommendations to the 
Secretary within 60 days;— and, within 90 days of the receipt of the 
advisory committee report, the Secretary mist “make his determination and 
issue an order, with findings of fact, with respect to the registration of 
the article and notify the * * * registrant." The registrant may then 
file objections and request a public administrative hearing; and, .whenever 
@ registration is Suspended, the registrant is entitled to an expedited 
hearing. Within 90 days of the completion of the hearing "the Secretary 
Shall evaluate the data and reports before him, act upon * #* #® [the 
registrant's] objections and issue an order granting, denying, or cancel- 
ing the registration or requiring modification of the claims or the 
labeling." 7 U.S.C. 135b(¢). 

The final order of the Secretary mst be based on a consideration 
of the entire record developed during the adjudicatory proceeding, includ- 
ing the recommendations of the advisory committee, "and shall set forth 
detailed findings of fact upon which the order is based." Final orders - 
viz., orders emanating from a matter fully ventilated at an administrative 
hearing - "shall be subject to Judicial review, in accordance with the 
provisions of section (d)" of Section 4. 7 U.S.C. 135b(c). That subsec- 
tion, 7 U.S.C. 135b(d), in tum provides that in "a case of actual contro- 


versy as to the validity of any order under this section, any person who 


—_———————— 


4/ The Secretary may extend the the period for advisory committee 
fon an additional 60 days, 


will be adversely affected by such order may obtain judicial review by 


filing in the United States court of appeals for the circuit wherein such 
person resides or has his principal place of business, or in the United 
States Court of Appeals for the District of Columbia Cireuit, within sixty 
days after the entry of such order, a petition praying that the order be 
set aside in whole or in part." Appellate review of a final order is 
based on the administrative record compiled during an adjudicatory hearing, 
and the final order of the Secretary "shall be sustained if supported by 
substantial evidence when considered on the record as a whole * * *." 

7 U.S.C. 1350(4). | 


II. ‘THE FACTS OF THIS CASE 

During 1965-1968, Bionetics Research Laboratories of Litton 
Industries (Bionetics), under contract with the National Cancer Institute, 
undertook large scale screening tests of the carcinogenic and teratogenic 
effects of many pesticides. ‘The herbicide 2,4,5-T was tested more 
extensively than the other Aigbicides. In 1969, the National Institute 
of Environmental Health Sciences (NIEHS) began a statistical analysis of 
pe A ee A gata revealed that 
2,4,5-T did not appear to be a carcinogen (see 43), but did indicate 

5/ The data were also released to the H.E.W. Secretary's Comission 
on a and Their Relationship to Enviromental Health (the Mrak 


6/ Refers to the number exstgned to the supportive materials filed 
with the Court on August 31, 1970. 


that the samples used produced teratogenic effects in strains of mice 
and rats injected with doses of the herbicide suspended in DMSO and fed 
dosages suspended in feel (see 25, cf. 84). 

Almost inmediately, the results of the Bionetics study with respect 
to 2,4,5-T were a subject of debate in the scientific commmity because 
the 2,4,5-T samples used in the experiment contained high concentrations 
of 2,3,7,8 tetrachlorodibenzo-p-dioxin (TCDD), an extremely toxic sub- 
stance that, it was argued, may have caused the birth defects detected in 
the test eee In fact, the 2,4,5-T samples used in the Bionetics 
study were found to contain TCDD at the rate of 27 (plus or minus 8) parts 


9/ 
per million (ppm). The Dow Chemical Company, a major producer of 2,4,5-T, 


pointed out that while it was unable totally to eliminate TCDD from the 
2,4,5-T it produced, it was able to keep TCDD at levels substantially 
lower than one ppm (see 189 at pp. 360-374). Because of the doubts about 
the Bionetics research, testing was repeated by scientists associated with 
three different organizations - viz., the Food and Drug Administration, 
the NIEHS and the Dow Chemical Company (189 at pp. 91, 195-197, 374). 


7/ There is evidence that DMSO is itself a teratogen (11, 34, 76). 


8/ Subsequent studies by the Dow Chemical Company demonstrated that 
dioxin ar to fetal development in experimental animals (23, 189 
at pp. 47 x 


9/ These samples were supplied by Diamond Alkali Company. (now 
Diamond Shamrock Company) which no longer manufactures 2,4,5-T. 


Nonetheless, in view of the potentially serious effects from the use of 
2,4,5-T suggested by the Bionetics and NIEHS studies, Dr. Lee DuBridge, 
Science Advisor to the President, issued a statement on October 29, 1969, 
relative to the use of 2,4,5-T in this country and in Viet Nam. 

Dr. DuBridge pointed out that while the dangers to man from 2,4,5-T seemed 
small and further study was needed, the Departments of Agriculture and 
Health, Education and Welfare would act, inter alia, to determine by 
January 1, 1970, whether finite tolerances could be set for 2,4,5-T 
residues on food. If tolerances could not be established, the Department 


of Agriculture would cancel all registrations of the herbicide for use on 


food crops. App. 1-2. 

Inasmich as the previously mentioned additional studies reviewing 
the conclusions derived from the Bionetics data were scheduled to be com 
pleted soon after January 1, 1970, officials of the Departments of 
Agriculture; Interior; and Health, Education and Welfare; and the Office 
of Science and Technology in the Executive Office of the President 
agreed to withhold a decision respecting cancellation until the addi- 
tional studies were completed and reported (189 at 453,454). On 
April 13, 1970, the Department of Health, Education and Welfare reported 
that studies undertaken by NIEHS indicated that TCDD, as well as 2,4,5-T 
containing TCDD at concentrations under one ppm, "may produce abnormal 
development in unborn animals". App. 42; 189 at pp. 168-169. Accordingly, 
the Secretaries of the three Departments moved to "* * * minimize human 
exposure to 2,4,5-T and its impurities * * * [and] to provide maximm 


protection to women in the childbearing years * * #," App. 44. Specifi- 
cally, they announced that all liquid 2,4,5-T uses about the home and 
recreational areas and all uses of the herbicide in lakes, ponds and on 
ditch banks would be suspended, and that all 2,4,5-T food crop uses and 
non—liquid formulations for use around the home would be cancelled. 

App. 42. On April 20, 1970, suspension orders were issued to manufacturers, 
formuators, distributors, and weitrate ss certified letters were 
sent to the companies requesting them to stop Sales of suspended products. 


App. 3. Qn May 1, 1970, notices of cancellation were issued with respect 

to all 2,4,5-T uses on food crops and all granular uses about the home, 
1y/ 

recreational areas and similar sites. App. 5. 


On April 29, 1970, subsequent to the announcement of the Secretaries 
and the issuance of the above-mentioned suspension orders, the petitioners 
requested the Secretary to suspend the registrations of all 2,4,5-T 
products for use around the home, on lakes, ponds and ditch banks, and on 
food crops; to issue an order recalling or seizing the suspended products; 
and to cancel all 2,4,5-T registrations. App. 7. ; 

On June 17, 1970, Dr. George W. Irving, Jr., Administrator of the 
Agricultural Research Service, responded to the petitioners' request by 
sending their attorney the following letter: 

10/ In a document dated May 21, 1970, Hercules, Incorporated, 
initiated a challenge to the suspension action by filing a request for 

committee referral with the Secretary pursuant to Section 4c 
of the FIFRA. ¢ 

i1/ Hercules, Dow Chemical Company, Amchem Products, Inc., and 


Chemical Company have requested advisory conmittee 
evaluation in response to the notices of cancellation. 


UNTIED STATES DEPARIMENT OF AGRICULTURE 


JUN 17 1970 


Washington, D.C. 
Dear Mr. Dobrovir: 


This is in further reply to your letter of April 29, 1970, which 
transmitted to Secretary Hardin a petition "for immediate suspen- 
sion of registration of economic poisons containing 2,4,5-T for 
use around the home, on lakes, ponds, and ditch banks, and on food 
crops; for inmediate recall to the retail level or for seizure of 
said economic poisons; MME a ee 
economic poisons." 


We will. respond to each of the requests tn the order of Listing tn 
the petition: 


1. Qn April 20, 1970, we suspended the registration of all 
formations of 2;4,5-T products for use in lakes, 
or on ditch banks; and of liquid formations of 2,4,5-T° 
for use around the home, recreation areas, and similar 
sites. For further details, please refer to the enclosed 
= a 70~11 and Press Releases USDA 237610 and 


tite cetera 
agency Agreement for Protection of the Public Health and 
the Quality of the Environment in Relation to Pesticides,” - 
and was based on the opinion of the Department of Health, 


and, as authorized by Section 4.c. of the Federal 

Insecticide, Fungicide, and Rodenticide Act, their regis— 
tration should be suspended immediately. A review of the 
other uses resulted in the conclusion that these did not 


present an imminent hazard to the public. Therefore, we 
have no legal authority to order a suspension of their 
registrations. 


On May 1, 1970, we issued a notice to manufacturers, 
formulators, distributors, and registrants of economic 
poisons cancelling all granular formulations of 2,4,5-T 
for use around the home, recreation areas, and similar 
Sites; and all 2,4,5-T uses on food crops intended for 
human consumption. The enclosed PR Notice 70-13 and Press 
Release USDA 1397-70 give further details in this 

regard. 


We have made public via press releases our suspension and 
cancellation actions as to the 2,4,5-T formations and 
the uses involved. There are approximately 300 products 
involved and the publication of such a long list might be 
more confusing than helpful to the public. Listings will 
be available from our Information Division. 


Each registrant of these products received a copy of our 
suspension notice and a letter requesting an immediate 

stop sale and to recall from the channels of trade all 
shipments of the suspended 2,4,5-T products. If they do 

not comply with the procedures approved by the Department, 

as monitored by our field inspectors, we will be in a 
position to take appropriate action with respect to. the 
product. Section 9 of the Federal Insecticide, Fungicide, 
and Rodenticide Act provides authority to seize an econamic 
poison that is not registered. A cancellation order becomes 
effective 30 days from the date of receipt by the registrants 
unless within such time the registrant (1) makes the necessary 
corrections; (2) files a petition request: that the matter 
be referred to an advisory committee; or (3) files objections 
and requests a public hearing. 


All uses of 2,4,5-T have not been suspended or cancelled. 
Therefore, the registrants have the statutory right to revise 
the labeling of the product in order to resubmit the labeling 
for consideration in connection with amending the registration. 


As indicated above, we have issued a notice of suspension of 
certain uses and a notice of cancellation of other uses of 
2,4,5-T products. We have thoroughly reviewed all relevant 
information and found that we do not have a basis for can- 
cellation of the remaining uses. 


4, As stated above, the orders of suspension were issued on 


> 


> has requested a 
public hearing with respect to the order of cancellation. 


fication for such publication, we intend to publish a notice 
concerning 2,4,5-T actions in the Federal Register in the 
ar future. 


We wish to bring to your attention certain sections of the 
of practice promulgated under the Act, particularly 
of motions and the ruling 


With regard to participation in the proceedings of an advisory 
committee, we wish to draw your attention to Subpart B of 

7 CFRS364. Under these regulations the chairman of the com 
mittee is spokesman for (7 CFR§364.10(b)) and conducts any 
meetings if he deems such to be necessary (7 CFR§364. 1100). 
Hence, any request as to participation in the p 

should be addressed to the chairman of such committee. 


We believe that these actions are responsive to your petition when 
viewed in the light of all essential considerations. As you can 
appreciate, we are bound to uphold the statute. This means we can 
not always abide by all requests received from all quarters. We 
believe the actions we have taken are in the best interests of the 
public. 


We share your concern regarding the safe use of 2,4,5-T products 
and all pesticides and wish to thank you for the information in the 
petition. 

Sincerely, 

/s/ George W. Irving, Jr. 

GEORGE W. IRVING, JR. 

Administrator 


5 Enclosures 


Qn July 10, 1970, petitioners filed a petition in this Court seeking 
review of Dr. Irving's letter. ‘The jurisdiction of the Court was invoked 


under Section 4d of the FIFRA, 7 U.S.C. 135b(d). Sinmitaneously, peti- 


tioners moved the Court for summary reversal. ‘The Secretary filled an 
opposition to this motion, pointing out, inter alia, that he was prepared 
to supply the Court with a statement of the reasons and the materials 
supportive of his decision as he did in Environmental Defense Fund v. 
Hardin (No. 23,813). On July 31, 1970, the Court denied the motion for 


summary reversal and ordered the Secretary to file, within 30 days, his 
statement of reasons and supportive materials and an explanation of the 
standard used to determine when suspension is warranted rather than 


cancellation. 

Pursuant to the Court's order, on August 31, 1970, Dr. Ned D. Bayley, 
Director of Science and Education, acting for the Secretary, filed with 
the Court (1) a statement of the reasons underlying the administrative 
decision (including @ discussion of the criteria used to ascertain whether 
a hazard is imminent), (2) a copy of the scientific data and reports that 
constituted the basis for the administrative decision, (3) an index (with 
abstracts) of the scientific reports, and (4) a list of the Department of 
Agriculture scientists (with curriculum vitaes) who participated in the 
2,4,5-T deliberations. In the statement of reasons Dr. Bayley concluded 
“that (1) the Secretary properly suspended all uses of 2,4,5-T in areas 
adjacent to lakes, ponds and ditch banks, and the use of all Liquid form- 
lations around the home, recreational areas and similar sites to prevent 
an iaminent hazard to the public; (2) the Secretary appropriately issued 
notices of cancellation regarding all uses of 2,4,5-T produets on food 
crops intended for human consumption and all grenular uses about the home, 
recreational areas and similar sites since recent reports raise same ques— 
tion about the safe use of 2,4,5-T products in these respects; and (3) the 
other uses of 2,4,5-T products do not present any foreseeable hazard to 
the public." App. 65. . 


ARGUMENT 
Introduction 
By their petition for review, petitioners seek direct review in this 
Court of the determination of the Secretary of Agriculture not to invoke, 
in connection with food crop and liquid home uses of 2,4,5-T, the provision 


in Section 4e of FIFRA to the effect that "the Secretary may, when he finds 


that such action is necessary to prevent an imminent hazard to the public, 
by order, suspend the registration of an economic poison immediately 
{emphasis supplied]." While, as we shall show in this brief, the Secre- 
tary's determination plainly has a rational foundation, we do not believe 
that this Court need or should reach that question. This is because 
(1) the Court lacks jurisdiction to review directly the action of the 
Secretary in declining to exercise his power to enter a suspension order; 
and (2) in any event, the decision not to issue a suspension order is 
"agency action [which] is committed to agency discretion by law" within 
the meaning of Section 10 of the Administrative Procedure Act, 5 U.S.C. 
701(a). 

Our reasons for these conclusions have been fully developed at 
pp. 10-24 of the brief filed in this Court on behalf of the Secretary in 
Environmental Defense Fund, Inc. v. Hardin (No. 23,813), in which direct 
review is being sought of, inter alia, the determination of the Secretary 
not to issue interim suspension orders with regard to certain registered 
uses of another economic poison (DDT). Environmental Defense Fund was 
argued on September 9, 1970, and, while still under submission, will 
presumably be decided prior to the disposition of this case. In these 


i 2 


clreumstances, we do not believe that we would be justified in burdening 
the Court with a rehearsal in this brief of our position on the jurisdic 
tional issue. Instead, we respectfully refer the Court to the relevant 
portions of our Envirormental Defense Fund brief and note, in addition, 
only that (although in possession of a copy of that brief) the present 
petitioners do not mle a serious attempt to respon to cur contentions 
(see Pet. Br., pp. 50-51). 
TEE SECHETARY'S ACTION WIT RESPECT 1O REGISTRATIONS 
OF 2,4,5-T HAS A RATIONAL FOUNDATION 

Assuming that this Court is empowered to review directly the 
determination of the Secretary not to exercise his permissive authority 
to suspend a registration of an econamic poison, the standard of review 
necessarily is whether the determination was arbitrary or capricious; 
i.e., whether it has a rational foundation. As 1s spelled out in greater 
detail at pp. 27-31 of the Secretary's brief in Envirormentall Defense 
Fund v. Hardin, supra, this is because adjudication is not involved; the 
administrative decision is analogous to rule-making; and the FIFRA does 
not require an agency hearing as a pre-condition of rule-maling. 

Before considering the evidence which manifestly discloses a 
rational basis for the Secretary's actions with respect to 2,4,5-P, a few 
preliminary observations are in order. Petitioners would have this Court 


regarding 
As previously noted, these final orders 
must be based upon an administrative record. 


5 


believe that the Secretary was slow in responding to the scientific 
reports regarding 2,4,5-T. But even a cursory examination of the chronol- 
ogy of events shows that the Secretary was a full step ahead of the peti- 
tioners in marshalling the evidence with respect to 2,4,5-T and in 
monitoring the effects and potential dangers resulting from the use of 
this herbicide. Moreover, contrary to petitioners’ claim, the action 


instituted by the Secretary was in complete accord with the recommendations 
13/ 
of the Secretaries of the Departments of Health, Education and oe 
14/ 
and Interior, as well as the Science Advisor to the President. 


13/ ‘The fact that the administrative decision precisely follows the 
recommendation of the Secretary of Health, Education and Welfare (see 
Pp. 19, infra) comletely vitiates petitioners’ assertion (Br., p. 41) that 
"the decision also flies in the face of the actions and advice of the 
Public Health Service and the Food and Drug Administration * * *," 


14/ The claim by petitioners (Br., p. 11) that "Dr. DuBridge was to 
be sorely disappointed" (i.e., by the delay of governmental action after 
January 1, 1970) is baseless and completely refuted by materials on file 
with the Court. In a statement issued on April 15, 1970, Dr. DuBridge said: 

Within weeks after my announcement, some additional experiments 
were begun in two laboratories simultaneously. These experiments 

were directed towards confirming and extending the results of the 

Bionetics study. In addition, they were aimed at finding out whether 

the apparent teratogenic agent was 2,4,5-T itself, or a potent 


ty. 

# # ® With an expectation of meaningful results from these 
experiments in a fairly short period of time and in view of the poten- 
tial of the dioxin ae the Department of Agriculture in consulta- 
tion with Interior, HEW, and office delayed any action toward can- 
cellation of the food crop reeiserations for 2, 5 7 # # # [emphasis 
supplied]. 189 at pp. 453-454. 


On April 15, 1970, the Secretary responded to reports which tended to 
confirm an earlier conclusion derived from data which were compiled in the 
Bionetics study to the effect that the introduction of massive doses of 
2,4,5-T produced teratogenic effects in experimental ao Specifically, 
the Secretary announced that all uses of 2,4,5-T in lakes, ponds and on 
ditch banks, and all liquid formations for use around the home and 
recreational areas would be suspended; and that all food crop uses and 
granular uses of 2,4,5-T around the home and recreational areas would be 
cancelled. App. 7, 40, 42. ‘The suspension orders were issued on 
April 20 and the notices of cancellation were issued on May 1, 1970. 

App. 5, 40. Additionally, the Secretary requested registrants to 
immediately stop all sales of the suspended products. App. 3. 

In a document dated April 29, 1970, the petitioners. requested the 
Secretary to suspend the registrations of 2,4,5-T products for use around 
the home, on lakes, ponds and ditch banks, and on food crops; to issue 
an order recalling or seizing the suspended products; and to cancel all 
2,4,5-0 registrations. App. 7. ‘Inasmuch as the Secretary had, antecedent 
to consideration of the petitioners’ requests, already suspended all uses 
of 2,4,5-T in lakes, ponds and on ditch banks and all liquid formations 


. 15/ Studies conducted by NIEHS and the Dow Chemical Company subse— 
quent to the NIEHS statistical analysis of the Bionetics data proved 
that high subcutaneous injections and high oral doses of 2,4,5-T con— 
taining less than 1 ppm of dioxin in rats did not produce a teratogenic 
effect. 


for use around the home, recreation areas, and similar sites, it is self- 


evident that a substantial portion of the relief solicited by petitioners 
was moot at the time the petitioners made their request. Stated otherwise, 
quite independent of the petitioners! prodding, the Secretary, in collabora- 
tion with other Cabinet members and responsible Government officials, acted 
decisively and promptly to protect the public health and welfare as soon as 
reports confirmed that nearly pure 2,4,5-T caused birth defects when 
injected at high doses into experimental pregnant mice but not in rats. 
Accordingly, jurisdictional and other questions aside, the pivotal and only 
Substantive question the petitioners raise in this appeal is their 
insistence that the Secretary should have Suspended rather than cancelled 
all uses of 2,4,5-T on food crops and all non—liquid uses of the herbicide 
about the home. 

Juxtaposition of the materials the petitioners rely upon to support 
their charges to the scientific reports that guided the Secretary is 
particularly instructive in this case. In the main, petitioners refer the 
Court to dramatic accounts penned by journalists, whereas, in sharp con- 
trast, the Secretary based his decision on the concrete foundation of 
reliable scientific documents. Of equal significance is the fact that 
petitioners have virtually ignored most of the documents the Secretary 
considered and have grossly distorted the import and significance of the 
few documents they do discuss in their brief. In effect, petitioners would 
have the Court decide the merits of this case on the basis of simplistic 


conclusions predicated primarily on press accounts of alleged fact and 


on speculation. 

We now turn to the scientific documentation and considerations which 
led the Secretary to his conclusion and show that the administrative deci- 
sion was eminently logical and clearly supported by the presently available 
scientific knowledge. 

A. Food Crop Uses of 2,4,5-T Do Not Endanger 
the Public Health | 

Petitioners assert (Br., p. 43) that there "is no acceptable inter- 
pretation of the ‘imminent hazard’ standard of FIFRA ss * that can 
explain the Secretary's refusal to suspend [the] use of 2,4,5=T on food 
crops when he has suspended it for use in waterways, or that can explain 
his refusal to follow the lead of the Public Health Service and FDA." In 
point of fact, the Secretary's decision to cancel, but not to suspend, food 
crop uses of 2,4,5-T was predicated on an exhaustive analysis of the sub- 
ject by three executive departments, including the Department of ey 
Education and Welfare, and consultation with other Government agencies. 

16/ Petitioners" assertion (Br., p. 11) that on October 29, 1969, 


dent's science advisor, Dr. Lee DuBridge, announced that the 
would scon take action to ban 2,4,5-T entirely" is baseless. 


delayed pending receip 
the Bionetics study. 


Moreover, the decision is amply supported by and consonant with the 
presently available scientific reports. 


1. 2,4,5-T Is. Not Present in Man's Food 
Supply in Significant Quantities; in 
Virtually All Instances, Residues of 
the Herbicide Are Non-Existent by the 

| Time Food Is Ready for Human Consumption 


a. Protracted Study by the Food and 
Drug Administration Led to the 
Conclusion That 2,4,5-T Uses on 
Food Crops Do Not Cause a Significant 
Problem of Food Contamination 


On the basis of a comprehensive four-year study, the Food and Drug 
Administration of the Department of Health, Education and Welfare concluded 
that there is not a significant problem of food contamination as a result 
of the use of 2,4,5-T. Specifically, the Food and Drug Administration 
found: 

Of 5,300 food samples tested for 2,4,5-T residues during the 

last four-year period, 25 samples indicated trace amounts 

(less than the 0.1 p.p.m. limit of accuracy of present 

analytical procedures) and 2 samples showed higher residues. 

0.19 p.p.m. 2,4,5-T was detected in one sample of milk taken 

in 1965 in New England, and one sample of sugar-beets from 

Ohio in 1966 showed 0.29 p.p.m. 2,4,5-T. The milk had been 

distributed before analysis was complete and processing of 

the sugar-beets removes the chemical. App. 205. 

On the basis of this finding, the Food and Drug Administration concludéd ° 
that "the testing of food over the past several years has revealed no. _ 
significant problem of food contamination" as a result of the use of 


2,4,5-T. Ibid. See also, App. 70-82. 


The conclusion of the Food and Drug Administration 1s corroborated” 
by other independent research. In March 1969, a report published in 


the Pesticides Monitoring Journal calculated the daily intake of pesticide 
residues by food class expressed in milligrams per day from June 1966 to 
April 1967 and showed no 2,4,5-T intake from grains and cereals, potatoes, 
leafy vegetables, legume vegetables, root vegetables, garden fruits, 
fruits, oils, fats and shortening, sugars and adjuncts, and beverages ; 
trace intake of 2,4,5-T from meat, fish and poultry; = 0.001 ppm intake 
fran dairy products. App. 154. The report dealing with the period from 
June 1967 to April 1968 showed no 2,11,5-T intake from meat, fish and 
poultry, grains and cereals, potatoes, leafy vegetables, legume vegetables, 
root vegetables, garden fruits, oils, fats and shortening, sugars and 
adjuncts, and beverages; and only trace intake from dairy products. 

App. 155. : 

Similarly, studies of rice resulted in the conclusion that "the use 
of 2,4,5-T on rice in accordance with agricultural practice will not 
result in a residue at harvest." App. 149. See also, App. 152-153. 

Dr. Williams' report of total diet samples collected Since August 
1962 and analyzed for the presence of chlorinated organic pesticides, 
parathrion, and 2,4-D types of herbicides and plant growth regulators 
concluded that "no herbicides were detected in any samples." App. 210. 
We are not aware of any valid report that negates or seriously challenges 


the conclusion of the Food and Drug Administration that 2,4,5-T use does 


not _constitute a significant problem of food ‘tontamination. 


Petitioners' assertion (Br., p. 51) that the "Secretary's determination 
here is based on findings that have no or virtually no support in the 


record" is totally without merit. To the contrary, there is not a single 
authoritative report that is supportive of petitioners' insistent claim 
that the Secretary should have suspended food crop uses of 2,4,5-T. In 
these circumstances, the Secretary cannot be deemed to have acted 
arbitrarily. 
b. ‘The Conclusion of the Food and Drug 
| Administration Is Buttressed by the 
Fact That Essentially Complete Degrada- 
tion of the Herbicide Occurs Within 
Three Months in Soils That Are Amenable 
to the Growth of Food Crops 
The conclusion of the Food and Drug Administration that 2,4,5-T does 
not cause a significant problem of food contamination is fortified by the 


fact that "2,4,5-T is low in acute toxicity, does not persist for long 


periods in the soil or vegetation, and is rapidly excreted by animals 
{emphasis supplied]." App. 159. The rapid degradation of 2,4,5-T 
accounts for the fact that residues are rarely found on edible crops. 


See, e.g., App. 146. Furthermore, restrictions on timings of applica~- 
tions with respect to harvest are specifically designed to assure that 
registered uses do not result in residues in the harvested food products. 
The literature indicates that 2,4,5-T and most other herbicides are 
"degraded by the soil microorganisms, which flourish under warm, moist 
conditions in the presence of organic matter and are destroyed by auto 
claving." App. 187. In point of fact, research studies demonstrate that 


17/ 


2,4,5-T generally decomposes within three months of application. The 
results of a field study conducted with respect to the decomposition of 
2,4,5-T in soil by Dr. Newman, et al., are graphically demonstrated by 
the following illustration: : 
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# ® ® Disappearance of 2,4,5-T from field plots 

of Duffield Silty clay loam as affected by pre- 

vious treatment with this compound. Values were 
determined by the cucumber root elongation test. App. 199. 


In an endeavor to give credence to their claim "that residues 
of 2,4,5-T remain [in] the soil long enough into the growing season to 


l17/ Petitioners distort the Secretary's statement when they assert 
(Br., p. 28) that the Secretary found that 2,4,5-T ""persists in soils 
for not more than three months.*" In actuality, the Secretary said 
s 2,4,5-T persists in soils for not more than three months 
C supplied]." App. 59. i 


be taken up and to be absorbed by plants used as food by people," peti- 
tioners point to certain documents filed with the Court by the Secretary 


(viz., Nos. 86, 89, 96, 100, 105, 113, 116, 124 and 130) which indicate 


soil residues of 2,4,5-T after a three-month period. But petitioners 
totally ignore the fact that those studies involved either (1) non- 
agricultural soils, or (2) applications which are inordinately greater 
than typical amounts used on crop tants. 

For example, in one study (124) 2,4,5-T was applied to pure sand. 
As we have previously observed, decomposition is effectuated by soil 
microorganisms. Such microorganisms are virtually non-existent in pure 
sand; consequently, the 2,4,5-T was markedly persistent until sewage 
effluent was added to the sand Analogous considerations are applicable 
in connection with the Globe Report (182a), since the episode involved 
there occurred:in the arid desert in the Tonto National Forest, not in 
cultivated crop land. Of course, food crops are not generally grown in 
pure sand or in the desert. 

A typical application rate for 2,4,5-T on crop lands is 3/4 pounds 
per acre. A study of the persistence of growth-regulators by Drs. DeRose 

18/ Even Dr. Westing, on whom petitioners rely, stated that "under 
wet and warm field conditions, one of the advantages of 2,4,5-T is that 
it breaks down within a matter of several weeks, six or eight weeks 
perhaps." Pet. Ex. 8, pp. 9-10. It goes without saying that Dr. Westing 
described the general conditions under which food crops are grown. 

19/ When the sewage effluent was introduced, the 2,4,5-T residues 


re ee A milligrams per liter to about 0.25 milligrems per liter 
in 50 days 


an een nes Sit Sis ee Shs is Gh io es the longer the 
persistence. App. 176-180. To the extent that the study (100) demonstrates 
persistence beyond three months it involved applications that were 7 times 
typical crop land use (5 lbs. per acre) and.25 times eee than such use 
(20 lbs. per acre). Study 96 was approximately 30 times norm treatment 
(25 lbs. per acre), study 116 about 60 times typical crop land application 


(40 lbs. per acre), and study 105 concerned amounts 12 times greater than 


crop land usage (8 lbs. per acre). : 

In this connection we need only add that people do not eat soil. The 
fact that residues may exist in soil does not mean that the residues are 
taken up and stored by plants or their edible parts. To the contrary, 2s 
we have shown, supra, p. 25, there ee evidence to show that 
2,4,5-T is metabolized in edible plants. 

2. Scientific Research Indicates That 
Dioxin Is Not Stored in Edible Crops : 

Dioxin (TCDD) is an impurity produced in step one of the reactive 
process involved in formating i Petitioners’ statement (Br., 
p. 32) that "recent studies by U.S.D.A. * * * show that plants take up and 
store dioxin" is inaccurate. | 


20/ Petitioners miss the point when they state (Br., p. 22) this is 
an “interesting, but not apparently relevant, question of the mechanics 
of metabolism of 2,4,5-T by plants * * *." It is, of course, a highly 
relevant fact. 

21/ 2,4,5-T mst contain less than one ppm of TCDD or it is deemed 

ted and subject to seizure under the FIFRA. — 


The studies petitioners refer to were conducted at 0.08 ppm — 14, = 


TCDD (1.e., at about 40,000 times the normal rate of field application of 
2,4,5-T). Maximum uptake into the plant tissues was .039 ppm for cats 
and .036 ppm for soybeans. Contrary to the petitioners’ statement, the 
total TCDD content began to decline, indicating that TCDD is not stored 
in plant tissue. QQ the basis of the foregoing, it is highly unlikely 
that TCDD could even be detected in plant tops if 2,4,5-T containing 

1 ppm of TCDD were applied at a rate of 2 pounds per acre. 

In this connection, we need only add that, contrary to the peti- 
tioners' implication (Br., pp. 32-33) that only studies by the Dow Chemical 
Company show a "no effect level" with respect to the teratogenic effects 
of 2,4,5-T and dioxin, the NIEHS study by Courtney, et al., also shows a 
no effect level at 50 mg/kg with less than .075 mg/kg dioxin. App.* 118. 

3. It Has Not Been Established That 2,4,5-T 
Has Teratogenic Effects in Man 

Petitioners acknowledge (Br., p. 49) that "it will be difficult, if 
not impossible, ever to prove a causal relationship between 2,4,5-T and 
specific deformed babies or even a proportional increase in birth defects." 
Moreover, petitioners concede (Br., p. 50) that the speculations they 
advance with respect to the use of 2,4,5-T are "untraced and untraceable." 
: Human beings contain many substances, same of which are essential to 
life, that are poisonous at high concentrations. For example, humans con= 
tain traces of copper, selenium and zinc, all of which are essential to 
life but which would produce a toxic response if present in large amounts. 


A rudimentary imperative with respect to any toxicology study is, there- 
fore, the establishment of a concept of quantity, i.e., evaluation of the 


safety of a chemical in terms of its dosage-response relationship ina 


particular species. 

The dosage-response relationship must be applied to a particular 
species in light of our knowledge that compounds and teratogenic proce— 
dures elicit different effects in various species. "It has been known for 
quite a few years that differences exist between and within species in 
response to teratogenic procedures." App. 123. "And, therefore, it was 
no great surprise to experimental teratologists to learn that a drug that 
is a potent malformer of many embroyos of one species can have 2 mich less 
devastating effect on the prenatal development of other species." Ibid. 


[IInter- and intra-specific differences [among various species] 
can be of several sorts. First, a drug or procedure that is 


teratogenic in some species or groups of animals may be 
letely or almost letely without tera’ ce in 
> a teratogen may produce the same or 


others. 

defects in various species, stocks, or strains of animals, 
but the anamaly or anomalies appear in very different fre- 
quencies, a situation that makes it possible to designate 
the different groups as having various grades of suscepti- 
bility. Third, a teratogen may induce a certain spectrum 
of abnormalities in same species or groups, but have 
entirely or samewhat different effects in others {emphasis 
supplied]. App. 123-124. 


: 22/ To cite but one example of the variable teratogenic reaction 
among species, a relatively small dose of thalidomide is a severe 
teratogen for some unknown fraction of human embroyos exposed to it; 
however, relatively much larger quantities hardly disturb or only mildly 
damage embroyos of some laboratory species of animals. App. 123. 


Petitioners misapprehend the Secretary's statement of reasons filed 
with the Court when they assert (Br., p. 35) that "the Secretary argues 
that the 'massive dosages' of 2,4,5-T fed to test animals distort the test 
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3/ 
results." In actuality, the Secretary merely acknowledged the scien- 


tifically accepted fact that the dosage-response relationship of a given 
compound in a particular species must be applied because it is "difficult 
to extrapolate results obtained from tests on animals to humans" and 
"there is a tremendous difference between the massive dosage purposefully 
fed to test animals and the insignificant amounts of 2,4,5-T which reach 
the American people." App. 64. The Secretary elaborated on this point 
when he said that there are "significant differences in metabolic sensi- 
tivity which can only be correlated by comparable metabolic study" and 
that "potential teratogenicity to humans and human embroyos and fetuses 
must be gauged by analysis of the actual intake amounts that can reason- 
ably be expected to enter the human body." Ibid. In short, the Secretary 
emphasized that it is difficult to extrapolate results involving injection 
of massive dosages of a substance into test animals to humans because 


23/ This charge is absurd in view of the fact that the suspension 
order of the Secretary - i.e., banning all uses in lakes, ponds and on 
ditch banks and all liquid formulations for use around the home, recrea- 
tion areas, and similar sites - was predicated on the fact that "recent 
studies by the National Environmental Health Service of the Department of 
Health, Education and Welfare have shown that the subcutaneous administra- 
tion of high concentrations of the purest samples of 2,4,5-T that are 
practical to manufacture at the present time produce a significant number 
of fetal abnormalities in mice." App. 40. 


(1) the amounts that reach humans may be well below the no effect level, 
and (2) differences in metabolic sensitivity of humans and test animals 
make it difficult to predict. that an adverse effect in one species of 
experimental animals will cause an adverse effect in humans. 

The recent view expressed by Leon Golberg, M.D., a member of the Mrak 
Commission and Scientific Director and Research Professor of Pathology at 
the Institute of Experimental Pathology and Toxicology, Albany Medical 
College, supports the Secretary's judgment: | 

Teratogenesis 


In checking on potential teratogenicity of trade Soe 
contaminants in food, the height of absurdity is achieved 
by the combination of a maximm tolerated dose, a paren- 
teral route of administration, and the application of 
zero tolerance on the basis of the results. In this 
area we know full well that any one of a host of adverse 
influences on the mother is reflected in fetal deaths, 
resorptions and/or abnormalities. ‘Teratogenic effects 
are elicited by: transport of mice by air on days 12 
and 13 of pregnancy (Brown, Johnston & Niswander, 1970); 
fasting for 24 hr or less at a critical stage of gesta- 
tion (Kalter & Warkany, 1959) which may be brought about 
inadvertently or unsuspectingly by inducing somolence, 
lethargy, muscle weakness or SS a diet of raisins 
for one day (Peters & Strassburg, 1969); severe limita- 
tion of movement or avoidance behaviour (Rosenzweig & 
Blaustein, 1970); and many other nonspecific factors 


teratogenic in mice (Nishimura & Miyamoto, 1969). 


Here above all is a situation that demands the utmost 
care in selecting doses that do not render the mother 
sufficiently i11 to produce even transient inappetance. 
The use of a maximm tolerated dose overlooks the possi- 
bility of non-specific toxic stress. Apart from arte- 
facts that arise by this means, attention should be 
directed to the mechanism by which particular 


teratogenic effects are elicited. The production of even 
transient deficiency of one of many vitamins or minerals 
suffices to induce reproductive failure or malformations. 
An example is the case of EDTA, which is teratogenic in 
mice (Tuchmann-Duplessis & Mercier-Parot, 1956). The pro- 
duction of congenital malformations by an excess of 
vitamin A is well-known. A tenfold excess of nicotinamide 
is embryotoxic in the pantothenate-deficient rat (Lefebvres- 
Boisselot, 1951). Maximm tolerated doses of other B 
vitamins or of most amino acids have not been studied. A 
Single injection of 2 mg leucine elicited 41% of abnor— 
malities in chick embroyos in an experiment in which 4 mg 
thalidomide brought about 22% of abnormalities, against 
an incidence of 2% in the control group (Bergstrom, Erila 
& Pirskanen, 1967). 


These considerations are provided as a background to recent 
developments that led to the withdrawal of a petition to 
establish negligible residue tolerances for 2,4,5-trichloro- 
phenoxyacetic acid (2,4,5-T). The petition would have set 
tolerances of 0.2 ppm for 2,4,5-T from the application of 
the acid form or certain salts or esters in or on a variety 
of foodstuffs. Subsequently it was announced that the use 
of 2,4,5-T on food crops would be cancelled. 


This interesting case study began with the observation that 
2,4,5-T was teratogenic and foetocidal in two strains of 
mice when administered either subcutaneously or orally and 
in one strain of rats when administered orally (Courtney, 
Gaylor, Hogan, Falk, Bates & Mitchell, 1970). Analyses 


Finally in evidence presented before Senator Hart's subcommittee, 
samples of 2,4,5-T containing less than 1 ppm dioxin were 
reported to have been tested by the oral route in rats at 


levels up to 150 mg/kg, with negative results. In 3 strains 
of mice, levels of 100-150 mg/kg/day, given subcutaneously 
in dimethyl sulphoxide, proved teratogenic; so did the dioxin 
in both species tested (Food Chemical News, 1970). 


Even assuming that doses of 100 mg/kg daily did not serve to 
introduce sufficient dioxin to account for the observed effects, 
it should be realized that such quantities of 2,4,5-T are ill- 
tolerated by mice. They lie within the range of doses studied 
by Sos & Kertai (1958) and, later, by Florshein & Velcoff 
(1962) and Florsheim, Velcoff & Williams (1963) in the case 

of 2,4-dichlorophenoxyacetic acid (2,4-D). In experiments 

on rats, 2,4-D was shown to produce a striking reduction in 
the serum level of protein-bound iodine, as a consequence of 
the displacement of thyroxine from serum proteins into the 
liver and to a lesser extent into the kidney. In this way a 
characteristic "hyperthyroid' state is created in these organs. 
Ethyl chlorophenoxyisobutyrate acts in a mamner similar to 
2,4-D, though some differences in detail may be observed. 
(Ruegamer, Ryan, Richert & Westerfeld, 1969). 


The profound effect exercised by 2,4-D, and presumably also 
by 2,4,5-T, may not be related in any way to the observed 
teratogenic action of 2,4,5-T in mice. Nevertheless the 
metabolic and other actions of massive doses, exercised on 
the mother, the foetus, or both, should be taken into con- 
sideration in extrapolating from 100 mg/kg/day in mice to 
residue levels below 0.2 ppm associated with a limited number 
of foods in the human diet - a ratio possibly exceeding 5000. 
The possibility of introducing dioxins into the environment 
has been put forward as a further reason for taking action 
against 2,4,5-T. ‘This aspect of polychlorinated compounds 
is dealt with below. 


Quite apart from concern with mechanisms of action, or the 
avoidance of artefacts due to non-specific stress, the 
metabolism of a test 


contaminants. The finding of embryotoxicity only has mean= 
ing in an appropriate animal model. 


There is a further aspect that has been insufficiently 
stressed in the past: the fact that the use of a mximm 
tolerated dose involves risks of artefacts, among them those 


arising from abnormal metabolism - either qualitatively or 
quantitatively, or both. There is no metabolic pathway that 
cannot be overloaded, with consequent diversion into other 
metabolic routes and/or abnormally prolonged retention or 
excretion of the unchanged compound. Such situations may be 
totally unrepresentative of the body's handling of the test 
compound at levels of exposure approaching more realistically 
the practical conditions of intended use. While the object 
of the toxicologist is to seek out target organ effects 
elicited by high doses, his purpose in doing so is to provide 
guidance to informed searching for effects at lower doses. 
Grossly aberrant pathways and rates of metabolism that may 
exist at exaggerated doses make it imperative not to assume 
that effects observed at these doses are necessarily character- 
istic of the changes occurring at lower levels of exposure. 


In this connection, we need only add that petitioners' claim (Br., 
p. 9) that the use of 2,4,5-T "in Southeast Asia * * * led to reports of 
serious effects on animals and humans" is predicated solely on journalistic 
speculations and has been totally rebutted by a recent Department of 
Defense study. That study indicates that, although defoliation with 
2,4,5-T in Viet Nam commenced in 1962, the incidence of malformations in 
Viet Nam has not changed since 1959. 
B. The Decision Not to Suspend Liquid Formulations 
of 2,4,5-T for Use Around the Home Was Rational 
Petitioners also complain of the failure of the Secretary to suspend 
non-liguid home and recreational area uses of 2,4,5-T. While the 


Secretary did suspend all liquid home and recreational area uses, he con- 
cluded that he was not justified in doing so with respect to non-liquid 
formulations. He has, however, issued notices of cancellations with 
respect to these formations. 


Liquid formations of 2,4,5-T are only in weed killers and are 
often in pressurized containers. When 2,4,5-T is suspended in liquid 
form it contains a substantially higher percentage of that herbicide. 
Liquid formulations of 2,4,5-T generally contain between 20 to 88% 
2,4,5-T. . 

Liquid forms of 2,4,5-T that are not in pressurized containers 
require the applicator to dilute the herbicides with an ofl or water 
vehicle. Liquid forms of 2,4,5-T are applied by a spray broadcast method, 
either from the pressurized can or from a spray applicator. 

The Secretary suspended all liquid formulations of 2,4,5-7 for home 
use because (1) they contain a relatively higher concentration of 2,4,5-T; 
and (2) a danger in handling exists with liquid formilations that are not 
in pressurized containers because the person using the product mst mix 
it with an ofl or water vehicle. 


On the other hand, granular 2,4,5-T home use products contain a 


mach lower percentage of 2,4,5-T than is present in the Liquid products. 
In the main, the granular products are in fertilizer mixtures witich 
usually contain not more than two percent of 2,4,5-T for weed control 
purposes. ‘he granular products are pre-mixed, and the applicator need 
only open the bag of fertilizer and pour the contents into @ lawn 
spreader. ‘The application device for granular products emits fertilizer 
from only a few inches above the treatment surface. Thus, the use in 
non-ligquid form involves limited risk of human exposure since (1) there 


are very small quantities of 2,4,5-T present; (2) the mode of application 
presents virtually no threat of broadcast due to wind; and (3) the person 
applying the fertilizer does not have to mix the product. 


CONCLUSION 
For the foregoing reasons, it is respectfully submitted that the 
petition for review should be dismissed for lack of jurisdiction. In 
the alternative, the decision of the Secretary should be affirmed. 
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The Administrative Procedure Act provides in pertinent part: 


Sec. 10, 5 U.S.C. § 701: 
(a) This chapter applies, according to the ie thereof, 
except to the extent that-- 


xk ke 
> 


(2) agency action is committed to agency discretion by law. 


Sec. 10(e), 5 U.S.C. § 706: 


To the extent necessary to decision and when presented, the 
reviewing court shall decide all relevant questions of law, interpret 
constitutional and statutory provisions, and determine the meaning or 
Spey of the terms of an agency action. The reviewing court 


(1) coms agency action unlawfully withheld or unreasonably 
delayed; and 


(2) hold unlawful and set aside agency action, Findings, and 
conclusions found to be-- 


(A) arbitrary, capricious, an abuse of discretion or 
otherwise not in accordance with law; 


(8) contrary to constitutional right, power, privilege, or 
immunity; 


(C) in excess of statutory jurisdiction, authority, or 
limitations, or short of statutory right; 


(D) without observance of procedure required by law; 


(E) unsupported by substantial evidence in a case subject 
to sections 556 and 557 of this title or otherwise reviewed on the record 
of an agency hearing provided by statute; or 


(F) unwarranted by the facts to the extent that the facts are 
subject to trial de novo by the reviewing court. 


Al 


In making the foregoing determinations, the court shall review the whole 
record or those parts of it cited by a party, and due account shall be 
taken of the rule of prejudicial error. 


‘Sec. 6, 5 U.S.C. ¢ 1005: 


Except as otherwise provided in this chapter-- 


(a) Any person compelled to appear in person before any agency or 
representative thereof shall be accorded the right to be accompanied, 
represented, and advised by counsel or, if permitted by the agency, by 
other qualified representative. Every party shall be accorded the right 
to appear in person or by or with counsel or other duly qualified 
representative in any agency proceeding. So far as the orderly conduct 
of public business permits, any interested person may appear before 
any agency or its responsible officers or employees for the presentation, 
adjustment, or determination of any issue, request, or controversy in 
any proceeding (interlocutory, summary, or otherwise) or in connection 
with any agency function. Every agency shall proceed with reasonable 
dispatch to conclude any matter presented to it except that due regard 
shall be had for the convenience and necessity of the parties or 
their representatives. Nothing herein shall be construed either to 
grant or to deny to any person who is not a lawyer the right to appear 
for or represent others before any agency or in any agency proceeding. 


The Federal Insecticide, Fungicide, and Rodenticide Act, as 
amended (61 Stat. 163, as amended, 7 U.S.C. g 135 et seq.), provides 
in pertinent part: 


Sec 2, 7 U.S.C. § 135: 
For the purposes of sections 135--135k of this title-- 
(z) The term “misbranded" shall apply-- 

kkk, 


(2) to any economic poison-- 


ak k, 


(c) if the labeling accompanying it does not contain 
directions for use which are necessary and if complied with adequate 
for the protection of the public; 


(d) if the label does not contain a warning or caution 
- statement which may be necessary and if complied with adequate to 
prevent injury to living man and other vertebrate animals, vegetation, 
and useful invertebrate animals; 
A2 


wk ke ke. 
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(g) if in the case of an insecticide, nematocide, 
fungicide, or herbicide when used as directed or in accordance with 
commonly recognized practice it shall be injurious to living man or other 
vertebrate animals, or vegetation, except weeds, to which it is applied 
or to the person applying such economic poison; 


Sec. 4, 7 U.S.C. g§ 135b: 


(c) If it does not appear to the Secretary that the article is 
such as to warrant the proposed claims for it or if the article and its 
labeling and other material required to be submitted do not comply with 
the provisions of sections 135--135k of this title, he shall notify the 
applicant for registration of the manner in which the article, labeling, 
or other material required to be submitted fail to comply with said 
sections so as to afford the applicant for registration an opportunity 
to make the corrections necessary. If, upon receipt of such notice, 
the applicant for registration does not make the corrections, the 
Secretary shall refuse to register the article. The Secretary, in 
accordance with the procedures specified herein, may suspend or cancel 
the registration of an economic poison whenever it does not appear 
that the article or its labeling or other material required to be 
submitted complies with the provisions of sections 135--135k of this 
title. Whenever the Secretary refuses registration of an economic 
poison or determines that registration of an economic poison should be 
canceled, he shall notify the applicant for registration or the regis- 
trant of his action and the reasons therefor. Whenever an application 
for registration is refused, the applicant, within thirty days after 
service of notice of such refusal, may file a petition requesting that 
the matter be referred to an advisory committee or file objections and 
request a public hearing in accordance with this section. A cancella- 
tion of registration shall be effective thirty days after service of 
the foregoing notice unless within such time the registrant (1) makes 
the necessary corrections; (2) files a petition requesting that the 
matter be referred to an advisory committee; or (3) files objections 
and requests a public hearing. Each advisory committee shall be 
composed of experts, qualified in the subject matter and of adequately 
diversified professional background selected by the National Academy 
of Sciences and shall include one or more representatives from land- 
grant colleges. The size of the committee shall be determined by the 
Secretary. Members of an advisory committee shall receive as compen- 
sation for their services a reasonable per diem, which the Secretary 
shallby rules and regulations prescribe, for time actually spent in the 
work oF the committee, and shall in addition be reimbursed for their 
necessary traveling and subsistence expenses while so serving away from 
their places of residence, all of which costs may be assessed against 
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the petitioner, unless the committee sha]1 recommend in favor of the 
petitioner or unless the matter was referred to the advisory committee 

by the Secretary. The members shall not be subject to any other pro- 
visions of law regarding the appointment and compensation of employees 

of the thited States. The Secretary shall furnish the committee with 
adequate clerical and other assistance, and shall by rules and regulations 
prescribe the procedures to be followed by the committee. The Secretary 
shall forthwith submit to such committee the application for registra- 
tion of the article and all relevant data before him. The petitioner, 

as well as representatives of the United States Department of Agriculture, 
shall have the right to consult with the advisory committee. As soon as 
practicable after any such submission, but not later than sixty days 
thereafter, unless extended by the Secretary for an additional sixty 
days, the committee shall, after independent study of the data submitted 
by the Secretary and all other pertinent information available to it, 
submit a report and recommendation to the Secretary as to the registra- 
tion of the article, together with all underlying data and a statement 
of the reasons or basis for the recommendations. After due consideration 
of the views of the committee and all other data before him, the Secre- 
tary shall, within ninety days after receipt of the report and recom- 
mendations of the advisory committee, make his determination and issue 

an order, with findings of fact, with respect to registration of the 
article and notify the applicant for registration or registrant. The 
applicant for registration, or registrant, may, within sixty days from 
the date of the order of the Secretary, file objections thereto and 
request a public hearing thereon. In the event a hearing is requested, 
the Secretary shall, after due notice hold such public hearing for the 
purpose of receiving evidence relevant and material to the issues raised 
by such objections. Any report, recommendations, underlying data, and 
reasons certified to the Secretary by an advisory committee shall be 
made a part of the record of the hearing, if relevant and material, subject 
to the provisions of section 1006(c) of Title 5. The National Academy of 
Sciences shall designate a member of the advisory committee to appear and 
testify at any such hearing with respect to the report and recommendation 
of such committee upon request of the Secretary, the petitioner, or the 
officer conducting the hearing: Provided, That this shal] not 

preclude any other member of the advisory committee from appearing 

and testifying at such hearing. As soon as practicable after completion 
of the hearing, but not later than ninety days, the Secretary shall 
evaluate the data and reports before him, act upon such objections and 
issue an order granting, or cancelling the registration or requiring 
modification of the claims or the labeling. Such order shall be based 
only on substantial evidence of record at such hearing, including any 
report, recommendations, underlying data, and reason certified to the 
Secretary by an advisory committee, and shall set forth detailed findings 


of fact upon which the order is based. In connection with consideration 
of any registration or application for registration under this Section, 
the Secretary may consult with any other Federal agency: or with an 
advisory committee appointed as herein provided. Notwithstanding the 
provisions of Section 135a(c)(4) of this title, information relative to 
formulas of products acquired by authority of this section may be 
revealed, when necessary under this section, to an advisory committee, 
or to any Federal agency consulted, or at a public hearing, or in 
findings of fact issued by the Secretary. All data submitted to an 
advisory committee in support of a petition under this section shall be 
considered confidential by such advisory committee: Provided That 

this provision shall not be construed as prohibiting the use of such 
data by the committee in connection with its consultation with the 
petitioner or representatives of the United States Department of 
Agriculture, as provided for herein, and in connection with its report 
and recommendations to the Secretary. Notwithstanding any other provision 
of this section, the Secretary may, when he finds that such action is 
necessary to prevent an imminent hazard to the public, by order, suspend 
the registration of an economic poison immediately. In such case, he 
shall give the registrant prompt notice of such action and afford the re- 
gistrant the opportunity to have the matter submitted to an advisory 
committee and for an expedited hearing under this section. Final 

orders of the Secretary under this section shall be subject to judicial 
review, in accordance with the provisions of subsection’ (d) of this 
section. In no event shall registration of an article be construed as 

a defense for the commission of any offense prohibited under section 
135a of this title. 


(d) In a case of actual controversy as to the validity of any order 
under this section, any person who will be adversely affected by such 
order may obtain judicial review by filing in the United States court 
of appeals for the circuit wherein such person resides or has his 
principal place of business, or in the United States Court of Appeals for 
the District of Columbia Circuit, within sixty days after the entry 
of such order, a petition praying that the order be set aside in whole 
or in part. A copy of the petition shall be forthwith transmitted by 
the clerk of the court to the Secretary, or any officer designated by 
him for that purpose, and thereupon the Secretary shall file in the 
court the record of the proceedings on which he based his order, as 
provided in section 2112 of Title 28. Upon the filing of such 
petition the court shall have exclusive jurisdiction to affirm or 
set aside the order complained of in whole or in part. The findings — 
of the Secretary with respect to questions of fact shall be sustained if 
Seana by substantial evidence when considered on the record as a 
whole, including any report and recommendation of an advisory committee. 
If application is made to the court for leave to adduce additional 
evidence, the court may order such additional evidence to be taken 
before the Secretary, and to be adduced upon the hearing in such 
manner and upon such terms and conditions as to the court may seem 


AS 


proper, if such evidence is material and there were reasonable grounds for 
failure to adduce such evidence in the proceedings below. The Secretary 
may modify his findings as to the facts and order by reason of the addi- 
tional evidence iso taken, and shall file with the court such modified 
findings and order. The judgment of the court affirming or setting aside, 
in whole or in part, any order under this section shall be final, subject 
to review by the Supreme Court of the United States upon certiorari or 
certification as provided in section 1254 of Title 18. The commencement 
of proceedings under this section shal] not, unless specifically ordered 
by the court to the contrary, operate as a stay of an order. The court 
shall advance on the docket and expedite the disposition of al] causes 
filed therein pursuant to this section. 


Sec. 8, 7 U.S.C. $ 135f: 


(a) Any person violating section 135a (a) (1) of this title shall be 
rates of a misdemeanor and shall on conviction be fined not more than 
000. 


(b) Any person violating any provision other than section 135a (a) . 
(1) of this title shall be guilty of a misdemeanor and shall upon con- 
viction be fined, not more than $500 for the first offense, and on convic- 
tion for each subsequent offense be fined not more than $1,000 or 
imprisoned for not more than one year, or both such fine and imprison- 
ment: Provided, That an offense committed more than five years after the 
last previous conviction shall be considered a first offense. An 
article the registration of which has been terminated may not again be 
registered unless the article, its labeling, and other material required 
to be submitted appear to the Secretary to comply with all the require- 
ments of sections 135--135k of this title. 


(c) Notwithstanding any other provision of this section, in case 
any person, with intent to defraud, uses or reveals information rela- 
tive to formulas of products acquired under the authority of section 
135b of this title, he shall be fined not more than $10,000 or 
imprisoned for not more than three years, or both such fine and 
imprisonment. 


(d) When construing and enforcing the provisions of sections 135-- 
135k of this title, the act, omission, or failure, of any officer, 
agent, or other person acting for or employed by any person shall in 
every case be also deemed to be the act, omission, or failure of such 
person as well as that of the person employed. 


Sec. 9, 7 U.S.C. § 135g: 


(a) Any economic poison or device that is being transported from 
one State, Territory, or District to another, or, having been 
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transported, remains unsold or in original unbroken packages, or that 

is sold or offered for sale in the District of Columbia or any Territory, 
or that is imported from a foreign county, shall be liable to be 
proceeded against in any district court of the United States in the 
district where it is found and seized for confiscation by a process of 
libel for condemnation-- 


(1) in the case of an economic poison-- 
(a) if it is adulterated or misbranded; 


(b) if it is not registered pursuant to the provisions of 
section 135b of this title; 


(c) if it fails to bear on its label the information required 
by Sections 135-135k of this title; or 

(d) if it is a white powder economic poison and is not 
colored as required under said sections; or 


(2) in the case of a device if it is misbranded. 


(b) If the article is condemned it shall, after entry of the decree, 
be disposed of by destruction or sale as the court may direct and the 
proceeds, if sold, less the legal costs, shall be paid into the 
Treasury of the United States, but the article shall not be sold con- 
trary to the provisions of sections 135--135k of this title or of the 
laws of the jurisdiction in which it is sold: Provided, That upon 
the payment of the costs of the libel proceedings and the execution 
and delivery of a good and sufficient bond conditioned that the article 
shall not be sold or otherwise disposed of contrary to the provisions 
of said sections or the laws of any State, Territory, or District in 
which sold, the court may direct that such articles be delivered to the 
owner thereof. The proceedings of such libel cases shall conform, as 
near as may be, to the proceedings in admiralty, except that either 
party may demand trial by jury of any issue of fact joined in any case, 
and all such proceedings shall be at the suit of and in the name of the 
United States. 


(c) When a decree of condemnation is entered oe the article, 
court costs and fees, storage, and other proper expenses shall be 
Sexes against the person, if any, intervening as Cladmant of the 
article. 
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UNITED STATES COURT OF APPEALS 
FOR THE DISTRICT OF COLUMBIA CIRCUIT: 


No. 24,434 


Harrison Wellford, Lorraine Huber, Judith Edes, 
The Children's Foundation, Friends of the Earth, 
Migrant Research Project, Ee One ctaon and 
the Consumer's Union, Petitioners, 
vs. | 


Clifford M. Hardin, Secretary of Agriculture, Respondent. 


Petition for Review of an Order 
of the Secretary of Agriculture 


REPLY BRIEF FOR PETITIONERS 


I 
Respondent's brief by reference and amicus’ brief by 
extended discussion again challenge the jurisdiction of this court 
to review action of the Secretary refusing to suspend the registra- 
tion of a pesticide and denying a petition requesting suspension. 
They admit that the matter was settled by this Court in Environmental 


Defense Fund v. Hardin, U.S. App. D.C. , 428 F.2a 1093, 1097- 


1100 (1970) but ask for reconsideration. They advance no new rea- 


sons why that decision should be overruled. 


The arguments against jurisdiction and reviewability 
are prolix. The statute, however, is clear. Suspension deci- 
sions are made "by order", FIFRA §4(c), 7 U.S.C. §135b(c). An 
“order" may be "negative" as well as "affirmative", 5 U.S.C. 
§551(b), and hence a denial of suspension is as much an order as 
suspension. Finally, 

In a case of actual controversy as to the val- 

idity of any order under this section, any per- 

son who will be adversely affected by such or- 

der may obtain judicial review...FIFRA §4(d), 

7 U.S.C. §135b(da) (emphasis added). 

II 

Neither wespondent nor Amicus offer an explanation for 
the unsupportable distinction between the use of 2,4,5-T in water- 
ways, which was ‘suspended as creating an “imminent hazard", and 
its use on food crops, which was not. (Pet. Br. 39-44.) — On 
Respondent's own rational basis test, therefore, his action must 
be reversed. 

Respondent argues that the record supports the Secretary's 


decision that the use of 2,4,5-T on food crops does not create an 


"imminent hazard". Amicus does not argue this matter. Neither 


proposes a definition of "imminent hazard" in opposition to peti- 


tioners' suggested definition (Pet. Br. 45-48). We assume that 
Respondent hews to the definition he advanced earlier. (App. 54; 
Pet. Br. 48). 


*/ 
— he citation on p. 43 was incomplete. The complete 


citation is Metropolitan Life Insurance Co. v. N.L.R.B., 327 F.2d 
906 (lst Cir. 1964), vacated, 380 U.S. 488 (1965). 


Iit 

Respondent's discussion of the record raises by impli- 
cation the issue that by reviewing his order this Court will mire 
itself in a mass of complex and sometimes disputed scientific 
judgments. (Resp. Br. 29-32). Amicus argues this explicitly as 
a reason why this Court should decline jurisdiction. (Am. Br. 
(typewritten copy, November 2, 1970) 20-25). 

The fact that a matter may be aifficult or involve ex- 
pertise neither deprives a Court of jurisdiction nor absolves it 
of its duty to decide cases properly before it. This case and 
Environmental Defense Fund v. Hardin, No. 23,813 (D.C. Cir.) both 
involve determinations by the Secretary of Agriculture. In both 
there are records of complex and sometimes disputed scientific 
evidence, on issues that are vitally important to human health. 
The Secretary is required by the statute to decide these questions 
and issue an appropriate order. This Court is required to review 


his decision on the familiar "substantial evidence" standard. See 


Bazelon, Implementing the Right to Treatment, 36 U. Chi. L. Rev. 
742, 744-45 (1969). ! 


General legal phrases like “substantial evidence" must 
be given content and applied to a specific pete meracn of fact. 
Here that determination is the Secretary's decision that 2,4,5-T 
does not create an “imminent hazard". It must not be overlooked 
that, however difficult the scientific judgments, it is a legal 


standard that the courts are applying and a legal judgment that 


the Courts must make. Here that judgment is whether the Secre- 
tary erred in failing to find that an "imminent hazard" exists. 

That judgment and the responsibility for making it can- 
not be abdicated by the Secretary to the scientists. Nor can the 
responsibility for reviewing that judgment be abdicated by the 
courts to the Secretary. 

The scientists are experts in science, as psychiatrists 
are in psychiatry. They may testify as to what, in their opinion, 
are the facts. The Secretary must decide whether those facts show 
that there is an “imminent hazard". His function is like that of 
a jury in deciding whether a defendant in a criminal case is legally 
responsible for his actions. He must consider the scientific evi- 
dence, but he, and not the scientists, decides whether that evidence 
shows the existence of an imminent hazard. In that decision the 
Secretary, in turn, must apply legal standards and definitions for- 
mulated by the courts. Cf. Gaskins v. United States, 133 U.S. App. 
D.C. 288, 289, 410 F.2d 987 (1967); Millard v. Harris, 132 U.S. App. 
D.C. 146, 149-50, 406 F.2d 964 (1968); Washington v. United States, 
129 U.S. App. D.C. 29, 390 F.2d 444 (1967); McDonald v. United 
States, 114 U.S. App. D.C. 120, 312 F.2d 847 (1962). Therefore, 
this Court has the duty to instruct the Secretary what is the legal 
definition of "imminent hazard". And this Court must “ensure that 
the [Secretary] base [his] decision on the...data which are relevant 


to a determination" of imminent hazard, Cf. Washington v. United 


States, supra, 129 U.S. App. D.C. at 32. 


The "relevant data" in this case and in Environmental 
Defense Fund are the potential or probable carcinogenic, terato-— 
genic and mutagenic effects of pesticides. They are to a large 
extent matters of prediction. The issue is one of risk. This 
context will appear more and more often as questions of danger-- 
potential, predicted, in the long term--to the living environment 
come to the courts. The courts must wrestle with such questions. 
Cf. Radio Corp. v. United States, 341 U.S. 412, 426-27 (1951), 
Frankfurter, J., dubitante. | 

When it is seen that the dangers Savomeed in this case 
are potential, future and therefore uncertain the vice in the 
Secretary's action becomes clear. He ignores the necessary basis 
for decision--the risk involved. He appears to demana conclusive 
evidence that the danger is certain, or already present. But 
where the potential dangers are--as ere “Greate sack a standard 
is impermissible. This indeed was the judgment of Congress in 
imposing the burden of proof of safety of Seserataee on the manu- 


facturer. See Environmental Defense Fund v. Hardin, No. 23,813 


(D.C. Cir.), Supplemental Brief for Petitioners (August 10, 1970) 


13-19. 

The very words "danger" and “imminent hazard" speak to 
the future. An “imminent hazard" exists when the risk becomes un- 
acceptable; when short-term benefit to the farming and chemical 


industries no longer outweighs the risk to the crucial interests 


of life and health. There is a point at which the available scien- 


tific evidence demonstrates that a risk of that magnitude is pres- 


ent and that therefore an "imminent hazard" exists. That point has 


been reached in this case. 


Respectfully submitted, 


William A. Dobrovir 

Suite 904 - 1025 Connecticut Avenue 
Washington, D. C. ‘(20036 

293-1544 


November 9, 1970 Attorney for Petitioners 


Of Counsel 


James A. Moorman 
2008 Hillyer Place, N.W. 
Washington, D. C. 20009 


BRIEF OF AMICUS CURIAE 
NATIONAL AGRICULTURAL CHEMICALS 
ASSOCIATION 


—eEEE____ 


IN THE 


United States Court of Appeals 


For tae Disreror or Cotumsra Crecurr 


No. 24,434 


Harrison Wettrorp, Lorraine Huser, Jvprra Epes, 
Tae Cumpren’s Founpation, FRrenps oF THE Eugre, 
Micrant ResrarcH Prosect, Exvimonmentan Action 
and Tae Consumer’s Union, 

Petitioners-Appellants, 
v. 
Honogasre Currrorp M. Hanory, er an., 

nen Respondent-Appellee. 

hed Sirtes Court of Appeals ee 
t of Columbia Circuit 


12/0 Joun D, ConnzE 
Cuaztzs A. O’Connor, IIT 
OF se OC 1625 K Street, N. W. 
(ar Ze ‘ome - Washington, D. C. 20006 
Of Counsel: 

Sztizes, Conner anp CUNEO 

1625 K Street, N. W. 

Washington, D. C. 20006 


Dated: November 2, 1970 


SSS 
Puzss or Brnox S. Anams Prorrma, Ixc., Wasenrarom, D. C. 


=, 


TABLE OF CONTENTS 


Statement or Issues 


Interest or Amicus 


I. Tats Courr Dots Nor Have Jvunispiction To Rz- 
VIEW THE SecRETaRY’s Decision Nor To Susrenp 
THE RecisTRatIon oF 2,4,5-T ox Foop Crops AND IN 
Noyuigui Formunations AROUND THE House Bz- 
cause Ir Is Nor an Onver Basep Upon THE ReEcorp 
OF A Forman ADMINISTRATIVE HEARING 


Summary or ArcuMENT 


A. This Court Has Jurisdiction Under FIFRA To 
Review Only an Order Which Is Based Upon the 
Record of Formal Administrative Proceedings .. 


1. The Appellate Review Jurisdiction Over Orders 
of the Secretary of Agriculture Pursuant to His 
Authority Under FIFRA Is Conferred on This 
Court Solely by Section 4.4. of FIFRA 


- Under Section 4.4. of FIFRA This Court Has 
Jurisdiction To Review Only Orders Which Are 
Based Upon the Record of a Formal Proceeding 


. Since the Secretary’s Discretionary Decision Un- 
der Section 4.c. of FIFRA Not To Suspend Cer- 
tain 2,4,5-T Registrations Is Not an Order Based 
Upon or Required To Be Based Upon the Record 
of Formal Administrative Proceedings, This Court 
Is Without Appellate Review Jurisdiction 


1. Under Section 4.c. of FIFRA the Decision of 
Whether To Suspend Is Discretionary and Not 
Required To Be Based Upon the Record of For- 
mal Administrative Hearings 


. This Court Cannot Assert Jurisdiction Over the 
Petition on the Basis of the Record Supplied by 
the Secretary 


Contents Continued 


Page 


. This Court Does Not Have Jurisdiction To Review 
the Decision of the Secretary Not To Suspend the 
Registration of 2,4,5-T for Certain Uses, Notwith- 
standing the Record Provided by the Secretary .. 


. Ir tHe Cover Rearrizms Its Jvurispicrion, Its 
Stanparp ror Review SHovurp Be Liuirep To a 
DETERMINATION OF WHETHER THERE Was a Ra- 
TIONAL Basis ror THE SECRETARY’s Farure To RE- 
SPOND TO PETITIONER’s COMPLAINT 


. Because of the Limited Nature of the ‘‘Record’’ 
Before the Court, a ‘‘Substantial Evidence’’ Test 
of That Record Is Improper 


. The Nature of the Secretary’s Act About Which 
the Petitioner Complains Is One Based on the 
Secretary’s Discretion, Therefore Requiring That 
the Test of Its Propriety Be Whether a Rational 
Basis Exists for the Secretary’s Exercise of That 
Discretion 


Conciusion 


INDEX OF CITATIONS 


CASES: 
Bates & Guild Co. v. Payne, 194 U.S. 106, 108-109 (1904) 


Chernock v. Gardner, 360 F.2d 257 (3rd Cir. 1966) .... 
Consolo v. Federal Maritime Comm’n, 383 U.S. 607 


13 


24 
11 


(1965) 24, 25 


Environmental Defense Fund, Inc. v. Hardin, No. 23,813 


(D.C. Cir., May 28, 1970) 3, 4, 5, 14, 16, 23, 24 


Ex peite: Rwoie Nat’l Bank of New York, 278 U.S. 101 
1 
Ferry v. Udall, 336 F.2d (9th Cir. 1964), cert. denied, 
381 U.S. 904 (1965) 
eee 5 G. D. Searle € Co., 367 U.S. 303, 307-308 
1961 
Kline Meh Construction Co., 260 U.S. 226, 234 
(1 
Knight Newspaper, Inc. v. United States, 395 F.2d 353 
(6th Cir. 1968) 
Labor ak v. Hearst Publications, Inc., 322 U.S. 111 
(1 


14 


Contents Continued ai 


Page 

Labor Board v. Seven-Up Bottling Co., 344 U.S. 344 
(1953) 25 

4 
14 


Republic Aviation Corp. v. Labor Board, 324 U.S. 793 
(1945) 

Rettinger v. F.T.C., 392 F.2d 454 (2d Cir. 1968) 

Rochester Tel. Corp. v. United States, 307 U.S. 125-146 
(1938) 

SEC v. Chenery Corp., 332 U.S. 194 (1947) 25 

United States v. Shimer, 367 U.S. 374, 381-82 (1960) .. 25 


Statutes: 
Federal Statutes: 
Administrative Procedure Act: 


CVO Sots 
aqeqnnas 


AI 
YRURUR TASH 
bos oe BS 1) 


coe | 


06 (Supp. V, 1969) 


Federal Insecticide, Fungicide and Rodenticide Act 
(FIFRA): 
S.C. §§ 135-135k (1964) 
S.C. § 135b(c) (1964) 
S.C. § 135b(d) (1964) 


Miscellaneous: 
28 U.S.C.A. § 1291, et seg. (1970) 


28 U.S.C. § 1361 (1962) 
28 U.S.C.A. § 2112 (1970) 


Contents Continued 


Page 


ARTICLES : 


Byse and Fiocca, Section 1351 of the Mandamus and 
Venue Act of 1962 and ‘‘Nonstatutory’’ Judicial 
Review of Federal Administrative Action, 81 Harv. 
L. Rev. 308, 335-336 (1967) 


Jaffee, Judicial Control of Administrative Action 
(1965), Note 19, at 358-359 


LecisuaTIveE MareRraqs: 


Subcommittee on Reorganization and Internal Or- 
ganizations of the Senate Committee on Govern- 
ment Operations, S. Rep. No. 1379, 89th Cong., 
2d Sess. (1966) 


MISCELLANEOUS: 


Golberg, Trace Chemical Contaminants in Food: 
Potential for Harm, at 5-6 


Interdepartmental Agreement for Protection of the 
Public Health and the Quality of the Environment 


in Relation to Pesticides, by the Department of 
Agriculture (USDA), the Department of Health, 
Education, and Welfare (DHEW), and the Depart- 
ment of the Interior (USDI), January 28, 1970 .. 


Mrak, Some Thoughts About Pesticides. Presented at 
37th Annual Meeting, National Agricultural Chem- 
icals Association 


16 


16 


IN THE 


United States Court of Appeals 
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No. 24,434 
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Micrant Researco Prosecr, EnvironMEeNtTAL ActTIon 
and THe ConsumER’s Union, 

Petitioners-Appellants, 
v. 


Honorasre Currrorp M. Hazprn, er At., 
Respondent-A ppellee. 


BRIEF OF AMICUS CURIAE 
NATIONAL AGRICULTURAL CHEMICALS 
ASSOCIATION 


STATEMENT OF ISSUES 


. Is this court’s appellate review jurisdiction under 
FIFRA limited only to review of orders based upon the 
record of a formal administrative proceeding? 


. Is the record before this court sufficient under FIFRA 
to confer jurisdiction? 

. Does this court have jurisdiction based upon the record 
now before it to review the discretionary action taken 
informally by the Secretary? 

. If the court reaffirms its jurisdiction over the Secretary’s 
decision not to suspend 2,4,5-T for certain uses, should 
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the standard of review by this court be the ‘‘sub- 
stantial evidence on the record as a whole’’ test or 
alternatively, should the test be whether the Secretary’s 
decision has a rational basis? 


INTEREST OF AMICUS 


The National Agricultural Chemicals Association (NAC) 
is a nonprofit membership corporation consisting of com- 
panies which produce basic pesticidal chemicals and 
formulate pesticides therefrom. The shipment of these 
pesticides in interstate commerce is regulated by the 
Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA) which at the present time is administered by 
the Secretary of Agriculture. 


The Mrak Commission (the HEW Secretary’s Commis- 
sion on Pesticides and Their Relationship to Environ- 
mental Health) estimated that there are some 900 active 
pesticidal chemicals formulated into over 60,000 pesticides 
in the United States. Only a small proportion of the 


members of the National Agricultural Chemicals Associa- 
tion produce 2,4,5-T as a basic herbicidal chemical or 
formulate pesticides which include 2,4,5-T. However, all 
of its member companies produce herbicides and other 
pesticides which are regulated under FIFRA. Accord- 
ingly, NAC and its members have an interest in this action 
which involves the enforcement of FIFRA. 


Petitioners in this proceeding urge upon the court inter- 
pretations of FIFRA which, if adopted, would be applicable 
as a matter of precedent in the regulation of all the 
herbicides and other pesticides regulated under FIFRA. 
It is the conviction of amicus that these interpretations, if 
adopted by the court, would hamper seriously the effective 
administration of the Act. Consequently, NAC, as a 
representative of companies which are producing herbicides 
regulated under FIFRA, invites the attention of the court 
to the reasons why in its opinion the court should not grant 
the relief requested in the petition before it. 
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ARGUMENT 


I. THIS COURT DOES NOT HAVE JURISDICTION TO RE- 
VIEW THE SECRETARY'S DECISION NOT TO SUSPEND 
THE REGISTRATION OF 2.4.5-T ON FOOD CROPS AND 
IN NONLIQUID FORMULATIONS AROUND THE HOUSE 
BECAUSE IT IS NOT AN ORDER BASED UPON THE 
RECORD OF A FORMAL ADMINISTRATIVE HEARING. 


SUMMARY OF ARGUMENT 


This court, since its jurisdiction is defined wholly by act 
of Congress, is a court limited in its jurisdiction by statute 
Statutory appellate review jurisdiction over the action of 
the Secretary of Agriculture pursuant to his authority in 
FIFRA ? is created and limited by Section 4.4 of FIFRA. 


Section 4.d confers jurisdiction upon this court to review 
only orders which are based upon the record which can 
be certified pursuant to 28 U.S.C.A. § 2112 (1970). Thus, 
an order based upon such a record is the sine qua non to 
the jurisdiction of this court. The order over which this 


court asserts appellate review jurisdiction—the refusal of 
the Secretary to order the suspension of 2,4,5-T registra- 
tions for certain purposes—is not an order based upon the 


1 Amicus realizes that this court has already asserted jurisdiction of the 
case in an interim manner by ordering that the Secretary of Agriculture fur- 
nish this court with a statement of reasons together with supportive material 
for his decision not to suspend the registration of 2,4,5-T for certain pur- 
poses, In remanding to the Secretary, this court was expressly following its 
procedure in a similar suit concerning the pesticide DDT, namely, Environ- 
mental Defense Fund, Inc. v. Hardin, No. 23,813 (D.C. Cir. May 28, 1970); 
Order remanding to Secretary, July 31, 1970. A final decision based upon 
review of the Secretary’s record is now pending in that case; with this review 
tho court will finally exercise jurisdiction. Since jurisdiction is not only a 
threshold question but integral to determining the manner in which to review 
the record now before it, amicus respectfully requests that this court consider 
its jurisdictional argument, infra. That argument is essentially the same 
one which was raised by amicus in Environmental Defense Fund, Inc. v. 
Hardin, supra, but is again hereinafter repeated for the convenience of the 
court. 


2 The Federal Insecticide, Fungicide, and Rodenticide Act, 7 U.S.C. $§ 135- 
135k (1964). 


4 


record of formal administrative proceedings.* Thus, the 
decision of the Secretary not to suspend registrations, 
because it is not an order based upon a record, which can 
be certified to this court pursuant to Section 2112 of Title 
28, United States Code, is not reviewable by this court under 
Section 4.d of FIFRA. 


A. THIS COURT HAS JURISDICTION UNDER FIFRA TO REVIEW 
ONLY AN ORDER WHICH IS BASED UPON THE RECORD OF 
FORMAL ADMINISTRATIVE PROCEEDINGS. 


1. The Appellate Review Jurisdiction Over Orders of the Sec- 
retary of Agriculture Pursuant to His Authority Under 
FIFRA Is Conferred on This Court Solely by Section 4.d 
of FIFRA. 


It is fundamental that Congress defines and limits the 
jurisdiction of the inferior federal courts, including the 
courts of appeal. Lang v. EZ. G. Shinners Co., 303 U.S. 323, 
330 (1938). See also, e.g., Kline v. Burke Construction 
Co., 260 U.S. 226, 234 (1922). Accordingly, the jurisdic- 


tion of this court to review the agency action in question 


3 Reduced to essentials the facts upon which jurisdiction is predicated are 
these. Petitioners filed with the Secretary of Agriculture on April 29, 1970 
a petition to suspend immediately the registration of 2,4,5-T on all food 
crops. This petition was denied by response (or order) of the Secretary on 
June 17, 1970. Thereupon, petitioners filed with this court their petition 
secking review, under Section 4.d of FIFRA, of the Secretary’s denial and 
asking that the Secretary’s decision be reversed, set aside, and further, that 
the Secretary be ordered to suspend certain uses of 2,4,5-T. 

This court held in Environmental Defense Fund, Inc. v. Hardin, supra, that 
a. party whose similar petition had been denied by the Secretary had standing 
as a party aggrieved by such an order, that the Secretary’s decision was a 
reviewable order, sufficiently final in impact to be ripe for review. However, 
having decided these questions favorably to petitioner, this court, amicus 
respectfully argues, erroneously assumed in Environmental Defense Fund, Inc. 
Vv. Hardin, that under FIFRA it had statutory appellate jurisdiction. In that 
case, by treating respondent’s argument that the petition is only recognizable 
in the district court as question of appropriate forum or a matter of judicial 
convenience, this court overlooked the question of whether in fact FIFRA 
conferred jurisdiction upon this court to review the Secrotary’s discretionary 
order, Amicus again raises the jurisdictional question in the instant case. 
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is necessarily determined by statute. Those statutes which 
confer a general appellate review jurisdiction upon courts 
of appeals do not grant jurisdiction to review an order 
of the Secretary of Agriculture pursuant to his authority 
under FIFRA. See 28 U.S.C.A. §§ 1291 et seq. (1970). 
(See also Reviser’s Notes, 28 U.S.C.A. § 1291, delineating 
other, specific statutory grants of jurisdiction to the courts 
of appeals, none of which applies to the facts at hand.)* 
Thus, the jurisdiction of this court to review the Secretary’s 
order must be derived, if at all, from FIFRA. Accordingly, 
petitioners have herein specifically alleged the jurisdiction 
of this court to review the Secretary’s discretionary order 
upon FIFRA, Section 4d (7 U.S.C. §135b(d) (1964)).5 
Likewise, this court in Environmental Defense Fund, Inc. 
v. Hardin, supra, purported to exercise jurisdiction under 
Section 4.d of FIFRA (Slip op. at 8, n. 21). In the instant 
ease the court is following the procedure it adopted in 
Evironmental Defense Fund, Inc. v. Hardin. Order re- 
manding to Secretary, July 31, 1970. 


This is not to say that the courts of appeals are the 
exclusive forum for all judicial review of administrative 


4 The Administrative Procedure Act (APA), 5 U.S.C. §§ 701, et seq. (Supp. 
V, 1969) has been cited by this court in Environmental Defense Fund, Inc. 
v. Hardin, supra (Slip op. at n. 16, 18, 31), and should be mentioned in the 
context of jurisdiction. Where no statute adequately specified the proper 
procedure and court for review, the APA (5 U.S.C. §703) provides for 
review by: 


+++ any applicable form of legal action, including actions for declaratory 
judgments or writs of prohibitory or mandatory injunction or habeas 
corpus, in a court of competent jurisdiction. 


The ‘‘court of competent jurisdiction’? under 5 U.S.C. § 703 is the district 
court. Rettinger v. F.T.C., 392 F.2d 454 (2d Cir. 1968) (eases cited). There- 
fore, the APA were it alleged in the petition, would not confer jurisdiction 
on this court. 


5<¢This court has jurisdiction under Section 4.d of the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), 7 U.S.C. § 135d (1964).”? Peti- 
tion, J 1. 
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action taken pursuant to authority of FIFRA For 
example, in Nor-am v. Hardin, No. 18,478 (7th Cir. July 15, 
1970), the U.S. Court of Appeals for the Seventh Cireuit 
held that a district court had jurisdiction to enjoin the 
Secretary’s order under Section 4.c of FIFRA suspending 
the registration of the fungicide, ‘‘panogen.”’ In so doing, 
the court said: 


. . . the terms of the statute [FIFRA] do not neces- 
sarily preclude initial review by the District court of 
administrative action claimed to be arbitrary and 
capricious, This is so under the inherent equity power 
of the District Court . . . [Slip op. at 20] 


Hence, in the absence of jurisdiction in this court to 
review a particular action taken by the Secretary of 
Agriculture pursuant to FIFRA, the district courts may 
have review jurisdiction under their inherent equity 
power as, for example, in a mandamus action pursuant to 
28 U.S.C. § 1361 (1962). 


Thus, it is clear that the jurisdiction of this court to 
entertain petitions for direct appellate review of action 
taken by the Secretary of Agriculture under FIFRA must 
be found in FIFRA. <A determination of the limits of that 
jurisdiction requires a close scrutiny of the Act, specifically 
Section 4.4 (7 U.S.C. § 135b(d) (1964)). 


6 Amicus recognizes that Sectioon 4.4 of FIFRA provides that judicial 
review may be obtained by: 


... filing in the United States court of appeals for the circuit wherein 
such person resides or has his principal place of business, or in the 
United States Court of Appeals for the District of Columbia Cireuit, ...- 


” 


and also provides that ‘‘. . . the court shall have exclusive jurisdiction ... - 
(7 U.S.C. §135b(d) (1964). However, this quoted language is consistent 
with amicus’ position (see discussion infra) that the exclusive jurisdiction 
of courts of appeals extends only to the review of orders which are based 
upon the record of formal administrative proceedings. See, ¢.g., Nor-am v. 
Hardin, No. 18,478 (7th Cir. July 15, 1970), Slip op. at 20. 
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2. Under Section 4.d of FIFRA This Court Has Jurisdiction To 
Review Only Orders Which Are Based Upon the Record of 
a Formal Proceeding. 


Section 4.4 of FIFRA (7 U.S.C. §135b(d) (1964)) 
confers jurisdiction upon this court as follows: 


In a case of actual controversy as to the validity of 
any order under this section, any person who will be 
adversely affected by such order may obtain judicial 
review by filing in the United States court of appeals 
. ... a petition praying that the order be set aside in 
whole or in part. A copy of the petition shall be 
forthwith transmitted by the clerk of the court, to the 
Secretary . . . and thereupon the Secretary shall file 
in the court the record of the proceedings on which 
he based his order, as provided in Sec. 2112 of Title 28. 
(Emphasis added.) 


These two sentences read together, as indeed they must be, 
clearly indicate the particular type of order over which 
this court has review jurisdiction. Section 4.d. vests juris- 
diction in this court to review only an order which is based 


upon a record of formal statutory proceedings as provided 
in 28 U.S.C.A. $2112. The Secretary is required to file 
(‘shall file”) the record which formed the basis for the 
order. These two sentences preclude any implication that 
any order to be reviewed by the court would be missing 
this record. The record is the jurisdictional sine qua non. 


The limitation of jurisdiction solely to review of orders 
based upon a record of formal administrative proceedings 
is consistent with the nature and function of an appeals 
court. Courts of appeals are equipped to weigh record 
evidence but not to develop a record. Furthermore, this 
limitation of review jurisdiction is perfectly consistent 
with the scope of review adopted by Section 4.d. of FIFRA. 


The findings of the Secretary with respect to questions 
of fact shall be sustained if supported by substantial 
evidence when considered on the record as a whole, 
including any report and recommendation of an 
advisory committee. (Emphasis added.) 
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Without a prior formal hearing at which testimony is 
submitted to cross-examination, etc., there can be no 
“‘evidence”’ let alone a ‘‘record as a whole’’ to which this 
court can apply the substantial evidence test. 


The form of the proceedings and the type of record upon 
which the Section 4.d. order must be predicated is clearly 
set forth in 28 U.S.C.A. § 2112 (1970) : 


. ._. the order sought to be reviewed or enforced, the 
findings or report upon which it is based, and the plead- 
ings, evidence, and proceedings before the agency, 
board, commission or officer concerned. . . . 


FIFRA (Section 4.c., 7 U.S.C. § 135b(¢) (1964), specifically 
provides for such a hearing and record (upon request of 
the applicant or registrant) after refusal of a registration 
application and also after notice of cancellation of a 
registration. 


Whenever the Secretary refuses registration of an 
economic poison or determines that registration of an 
economic poison should be cancelled, he shall notify 
the applicant for registration or the registrant of his 
action and the reasons therefor. Whenever an applica- 
tion for registration is refused, the applicant, within 
thirty days after service of notice of such refusal, may 
file a petition requesting that the matter be referred 
to an advisory committee or file objections and request 
a public hearing in accordance with this section. A 
cancellation of registration shall be effective thirty 
days after service of the foregoing notice unless within 
such time the registrant (1) makes the necessary 
corections; (2) files a petition requesting that the 
matter be referred to an advisory committee; or 
(3) files objections and requests a public hearing. 
(Emphasis added.) 


Thus, only in these two instances (refusal or cancellation 
of registration) is there a hearing during which the record, 
prerequisite to appellate review jurisdiction in courts of 
appeals, can be developed. Indeed, FIFRA makes it clear 
that if an applicant or registrant wishes to appeal an order 
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of the Secretary refusing or cancelling a registration, he 
must first request a formal hearing to develop the requisite 
specific record required before he may petition this court. 


Section 4.c. of FIFRA further describes the order in 
such a way as to exclude any but one based upon a formal 
administrative hearing and record. 


As soon as practicable after completion of the hear- 
ing, but not later than 90 days, the Secretary shall 
evaluate the data and reports before him, act upon such 
objections and issue an order granting, denying, or 
cancelling the registration or requiring modification 
of the claims or the labelling. Such order shall be 
based only on substantial evidence of record of such 
hearing, including any report, recommendations, data, 
and reason certified to the Secretary by an advisory 
committee, and shall set forth detailed findings of fact 
upon which the order is based. 


Clearly the order of the Secretary over which Congress 
conferred statutory appellate jurisdiction in Section 4.d. 


of FIFRA is that based upon a record of a formal hearing 
and also, if requested, an advisory committee report. 


This conclusion is reinforced by the language of the 
Administrative Procedure Act, which is helpful for illus- 
tration. The APA (5 U.S.C. § 551) defines ‘‘order’’ in the 
following manner: 


(6) ‘‘order’’ means the whole or any part of a final 
disposition whether affirmative, negative, in- 
junctive, or declaratory in form, of any agency 
in a matter other than rule making but including 
licensing; 

(7) ‘‘adjudication’? means agency process for the 
formulation of an order .... 


‘‘Adjudication,’’ the agency process by which an ‘“‘order”’ 
is created, is a determination based “‘. . . on the record 
after opportunity for an agency hearing ...”? 5 U.S.C. 
§$554(a) (exceptions not here pertinent; emphasis added) 
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The ‘‘record’’ on which an adjudication is based further 
indicates the formality and affirmative action which are 
required to create ‘‘reviewable orders’’: 


(e) The transcript of testimony and exhibits, to- 
gether with all papers and requests filed in the pro- 
ceeding, constitutes the exclusive record for decision in 
accordance with section 557 of this title. . . . When 
an agency decision rests on official notice of a material 
fact not appearing in the evidence in the record, a party 
is entitled, on timely request, to an opportunity to 
show the contrary. (5 U.S.C. $556(e); emphasis 
added.) 


In addition, the ‘‘hearing’’ at which the record is made 
and on which an adjudication depends is a formal type, 
adversary, evidentiary proceeding, overseen by a quasi- 
judicial presiding officer. 5 U.S.C. §556(a)-(c). When 
the hearing procedure is complete, then the ‘‘order’’, 
based on the record established at the hearing is issued 
and becomes part of the record: 


The record shall show the ruling on each finding, con- 
clusion, or exception presented. All decisions, includ- 
ing initial, recommended, or tentative decisions, are a 
part of the record and include a statement of— 
(A) findings and conclusions, and the reasons or basis 
therefor, on all the material issues of fact, law, or 
discretion presented on the record; and (B) the 
appropriate rule, order, sanction, relief, or denial 
thereof. (5 U.S.C. §557(c); emphasis added.) 


An appeal may be taken from the ‘‘order’’ and the 
appellate court is directed statutorily as to that which it 
may consider: 

In making the foregoing determination [including 
determinations of the merit of an order] the court shall 
review the whole record or those parts of it cited by a 
party, and due account shall be taken of the rule of 
prejudicial error. (5 U.S.C. $706; emphasis added.) 


Thus, the definition of order used in the APA reinforces 
the already clear meaning of order as used in FIFRA 


11 


Section 4.d. The order upon which the appellate review 
jurisdiction of this court depends is only that order based 
upon the record of formal administrative hearings. 


B. SINCE THE SECRETARY'S DISCRETIONARY DECISION UN- 
DER SECTION 4.c. OF FIFRA NOT TO SUSPEND CERTAIN 
24,5-T REGISTRATIONS IS NOT AN ORDER BASED UPON 
OR REQUIRED TO BE BASED UPON THE RECORD OF 
FORMAL ADMINISTRATIVE PROCEEDINGS, THIS COURT IS 
WITHOUT APPELLATE REVIEW JURISDICTION. 


1. Under Section 4.c. of FIFRA the Decision of Whether To 
Suspend Is Discretionary and Not Required To Be Based 
Upon the Record of Formal Administrative Hearings. 


The Summary suspension power of the Secretary is pro- 
vided under Section 4.c. as follows: 


Notwithstanding any other provision of this section, 
the Secretary may, when he finds that such action is 
necessary to prevent an iminent hazard to the publie, 
by order, suspend the registration of an economic 
poison immediately. (Emphasis added.) 


The permissive language undeniably confers a discretionary 
power on the Secretary to suspend.? Considering the high 
degree of expertise necessary to weigh the many facets of 
the decision to suspend, this discretionary power is as 
understandable as it is unmistakable from the straight- 
forward statutory language of Section 4.c. 


The discretionary authority under FIFRA §$4.c. to 
summarily suspend registrations in the court that the 
Secretary of Agriculture finds an imminent hazard to the 
public neither requires nor contemplates that there be 


7 See, e.g., Rasmussen v. United States, 421 F.2d 776 (Sth Cir. 1970) 
(Postmaster General’s discretion to cancel mail service) ; Knight Newspaper, 
Inc. Vv. United States, 395 F.2d 353 (6th Cir. 1968) (Postmaster General’s 
discretion to refund postage) ; Ferry v. Udall, 336 F.2d (9th Cir. 1964), cert, 
denied, 381 U.S. 904 (1965) (Discretion of Secretary of Interior to reject 
bids for public lands); Chernock v. Gardner, 360 F.2d 257 (3rd Cir. 1966) 
(Discretion of the Secretary of Health, Education and Welfare to set fees 
in social security cases). 
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formal administrative proceedings at which a record, as 
provided in 28 U.S.C.A. § 2112, can be developed. See 
7 U.S.C. $135b(c) (1964). By its very nature this dis- 
cretionary decision (or if you will, order) must be made 
quickly, informally, and cannot be based upon the time- 
consuming administrative proceeding at which a formal 
record is developed. Certainly Congress, in drafting 
FIFRA, recognized that a cumbersome formal hearing prior 
to ordering suspension could stymie the effective adminis- 
tration of the Act and possibly endanger the public. Thus, 
the order of the Secretary not to suspend 2,4,5-T registra- 
tions is not an order based upon the record of a formal 
administrative hearing. 


It should be noted that, while not suspending all food 
crop uses and granular uses of 2,4,5-T around the home 
and recreational areas as the petitioners requested, the 
Secretary did issue notices of cancellation of such uses. 
Section 4.c. now provides any registrant with the right to 
request a public hearing on the cancellation at which the 


record prerequisite to review by this court will be developed. 
The order which the Secretary will issue upon the record 
developed at that formal hearing is the order over which 
Congress has conferred review jurisdiction in this court. 


2. This Court Cannot Assert Jurisdiction Over the Petition on 
the Basis of the Record Supplied by the Secretary. 

The record before this court is not one which is required 
by Section 4.d. of FIFRA and 28 U.S.C.A. § 2112, namely a 
record which was the product of a formal or a public hear- 
ing. It does not include the testimony of interested parties 
and experts subjected to cross-examination before a person 
qualified to receive evidence. As it is, the ‘‘record’’ is a 
sterile compilation of documents and articles based upon 
scientific studies of varying quality and significance. The 
weight to be ascribed to the work of any particular scientist, 
the validity of his research and conclusions, may alone 
determine whether there is substantial evidence to support 
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the Secretary’s decision. However, the Secretary’s ‘“pile 
of material’? (to use the Petitioners’ phrase) affords the 
court no basis for making such a weighted judgment. 


This court is without jurisdiction or authority to order 
that the Secretary develop a record, let alone to review 
that record. Certainly the court cannot boot-strap itself 
into jurisdiction by requiring that the Secretary develop a 
record where none is required by statute prior to issuing 
his discretionary order, especially where the record sub- 
mitted by the Secetary is manifestly not the record con- 
templated by Section 4.d. and 28 U.S.C.A. $2112. Thus, if 
the question of jurisdiction is determined anew at this point, 
even on the basis of the record before it, the court must 
find that it has no jurisdiction over the petition. 


C. THIS COURT DOES NOT HAVE JURISDICTION TO REVIEW 
THE DECISION OF THE SECRETARY NOT TO SUSPEND THE 
REGISTRATION OF 2.4,5-T FOR CERTAIN USES, NOTWITH- 
STANDING THE RECORD PROVIDED BY THE SECRETARY. 

From the foregoing it must follow that the decision to 

(or not to) suspend, not being an order based upon the 
record of formal administrative hearings, is not an order 
over which this court has review jurisdiction. The absence 
of jurisdiction in the courts of appeals to review such 
action is hardly surprising. Indeed, it would be quite 
startlng were Congress to vest such jurisdiction in this 
court. 


It is clear that, if the courts of appeals have review juris- 
diction over the discretionary decision to suspend certain 
registered uses of 2,4,5-T, then that jurisdiction is exclusive. 
FIFRA § 4.d., also n.6, supra. In that event, federal dis- 
trict courts would be deprived of jurisdiction and courts of 
appeals (as the only available tribunal) would be required 
to review each and every complaint arising from an informal 
discretionary order. 


Congress would not have given courts of appeals exclu- 
sive jurisdiction to review ‘‘any order’? (where order would 
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include decisions informally reached without a hearing 
record) when the results would be so obviously disastrous. 
While the first sentence of FIFRA §4.d. (‘‘in the case of 
actual controversy as to the validity of any order under 
this section .. .””) viewed out of context might conceivably 
be argued to include every decision made by the Secretary 
under FIFRA, Congress certainly never intended that this 
court be charged with the responsibility and the burden to 
review ‘‘any order”? issued by the Secretary. Moreover, it 
is clear (from discussion, swpra) that the word ‘‘order’? as 
it is used in the context of Section 4, can only mean an 
order based upon a record of formal administrative hear- 
ings. It would require a strained and, indeed, myopic 
reading of Section 4, violative of fundamental canons of 
statutory construction,® to conclude that a discretionary 
decision not based upon a record is directly appealable to 
this court. 


Were such the case, any petitioner could insure immediate 
appellate review in this court by merely presenting the 


Secretary with a petition which, on its surface would appear 
to a layman to be indicia of a condition of hazard to the 
public. Any action (or even inaction under the court’s 
holding in Environmental Defense Fund, Inc. v. Hardin) on 
the part of the Secretary would then be automatically and 
directly reviewable in the courts of appeals, 


Review would be necessary in each case, moreover, since 
the court would be required to determine the possible merits 
of the petitioners’ allegations. This merits determination 
on the part of the court of appeals would have to be made 


8 Statutes must be construed so as to give effect to all of their provisions. 
Jarecki v. G. D. Searle § Co., 367 U.S. 303, 307-308 1961) (the court refused 
to accept a ‘‘strained reading’’ where a reasonable construction gave effect 
to all of the statute’s provisions); Ex parte Public Nat’! Bank of New York, 
278 U.S. 101 (1928) (‘no rule of statutory construction has been more 
definitively stated or more often repeated than the cardinal rule that ‘sig- 
nificance and effect shall, if possible, be accorded to every word * * *.? Mar- 
ket Co. v. Hoffman, 101 U.S. 112, 115°’), 
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even in the absence of a record of formal hearings and even 
if the petition would have appeared to the Secretary, be- 
cause of his expertise and experience, frivolous at the out- 
set. Thus, in all cases, except where frivolity is obvious 
on the face of the petition, the court of appeals would 
necessarily be arbiter of whether a redressable charge has 
been made. 


Two direct and unfortunate results flow from this usurpa- 
tion. First, the full panoply of administrative review must 
be undertaken at the behest of any party which, in the eyes 
of the courts of appeals, has presented a colorable com- 
plaint, thereby enormously and unnecessarily increasing the 
administrative burden on the Secretary of Agriculture in 
his regulation of economic poisons. Second, it places in 
the courts of appeals those decisions as to whether an ‘‘im- 
minent hazard’’ exists which duties were logically and 
reasonably given to the Secretary of Agriculture by Con- 
gress. The courts of appeals, of course, have neither the 
Congressional mandate to perform the continuous function 


of regulating economic poisons nor are they subject to the 
same review of their determinations. Thus, to the extent 
that this court second-guesses the Secretary of Agricul- 
ture’s discretionary refusal to respond to petitioners’ com- 
plaint, it creates a clearly undesirable and unnecessary bur- 
den on the regulatory machinery required to implement 
FIFRA. 


This petition is logically and, indeed, of its very nature a 
mandamus petition to compel positive action by the Secre- 
tary. It is a request for extraordinary relief from an 
allegedly arbitrary administrative action. Unless review of 
an informal discretionary order is treated (in fact) as an 
extraordinary remedy available only in the district court, 
petitions, such as the instant one, must be heard by this 
court to determine their merit. Such a course usurps from 
the Secretary his ability to determine, based upon his ex- 
pertise and judgment (which requires competence in various 
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disciplines including pharmacology, entomology, chemistry, 
ecology and plant pathology to properly balance the con- 
flicting consideration of utility and harm which affect his 
judgment), the merits of the petition. 


In Environmental Defense Fund, Inc. v. Hardin, this 
court discussed the mandamus nature of the petition before 
it in the context of an appropriate forum for review rather 
than the more basic concern of jurisdiction to undertake 
review. 


.-.. We find it unnecessary to decide whether petition- 
ers could have obtained relief from the district court, 
since the availability of that extraordinary remedy for 
the failure of an officer to perform his statutory duty 
need not bar statutory appellate review of the failure 
to act, when exigent circumstances render it equivalent 
to a denial of petitioner’s request. . . . (Slip op. 
at 9 


The quotation assumes the existence of statutory juris- 
diction in this court to conduct appellate review. Thus in 
deciding the question of the ripeness and reviewability of the 
Seeretary’s order, and also in determining the Court’s 
ability to grant the appropriate relief, this Court over- 
looked the very basic question of its jurisdiction. This 
court, of necessity, must first possess the jurisdiction to act. 
However, because the enabling statute conditions the exer- 
cise of jurisdiction upon the existence of an order based 
upon the record of a formal hearing, this court lacks that 
jurisdiction. Considering the “appropriate forum”? issue, 
therefore, begs the primary question of jurisdiction. 


9 Two sources are cited as authority for the proposition: 


JAFFE, Judicial Control of Administrative Action (1965), note 19, at 
358-59; and Byse and Fiocca, Section 1351 of the Mandamus and Venue 
Act of 1962 and ‘‘Nonstatutory’’ Judicial Review of Federal Adminis- 
trative Action, 81 Harv. L. REv. 308, 335-36 (1967). 


While those authorities may be used as supporting the proposition for which 
the court applies them, both authorities presume as the starting point of 
discussion the jurisdiction of the courts of appeals to undertake this review. 
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Assuming arguendo that the court has jurisdiction to en- 
tertain the petition, the court should nevertheless discre- 
tionarily decline to exercise that jurisdiction. Before any 
court can effectively evaluate the merits of the petitioners’ 
claim, it must provide a hearing at which experts’ scientific 
research can be evaluated and scrutinized through cross- 
examination. In the federal judicial system only a district 
court is capable of holding this hearing, essential to the fair 
and just determination of the issues raised by petitioners. 


Consider, for instance, the petitioners’ contention that 
the Secretary’s findings and conclusions on the teratogenic 
hazard to humans from 2,4,5-T are ‘“‘as a scientific matter, 
worthless and clearly wrong.”? Brief for Petitioner at 
34-37. In support of their contention, petitioners rely 
heavily upon a statement of Dr. Samuel Epstein, a member 
of the Mrak Commission, to the effect that humans have a 
greater not lower sensitivity than do some animals to cer- 
tain teratogens which fact, in the words of Dr. Epstein, 
justifies the 

“‘routine practice to test for teratogenicity ... at a 
range of concentrations, including higher than human 


exposure levels, and extending to maximally tolerated 
doses (MTD).” [Petitioner’s Brief at 39.] 


Dr. Epstein, speaking as a scientist about his scientific 
method, represents a point of view arguing from which 
Petitioners contend that the Secretary ignores the possi- 
bility that 2,4,5-T may be teratogenic to humans at doses 
less than the teratogenic dose for animals. To be fairly and 
properly evaluated by a court, Dr. Epstein’s comments upon 
experimentation by using maximum tolerated doses must be 
evaluated in light of statements by other experts such as 
Dr. Leon Golberg, Chairman of the Mrak Commission Sub- 
committee on Effects of Pesticides on Man. 


In checking on potential teratogenicity of trace 
chemical contaminants in food, the height of absurdity 
ts achieved by the combination of a maximum tolerated 
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dose, a parenteral route of administration, and the 
application of zero tolerance on the basis of the results. 
In this area we know full well that any one of a host of 
adverse influences on the mother is reflected in fetal 
death, resorptions and/or abnormalities. Teratogenic 
effects are elicited by: transport of mice by air on 
days 12 and 13 of pregnancy (Brown, Johnston & 
Niswander, 1970) ; fasting for 24 hr or less at a critical 
stage of gestation (Kalter & Warkany, 1959) which 
may be brought about inadvertently or unsuspectingly 
by inducing somnolence, lethargy, muscle weakness or 
ataxia; a diet of raisins for one day (Peters & Strass- 
burg, 1969) ; severe limitation of movement or avoid- 
ance behaviour (Rosenzweig & Blaustein, 1970); and 
many other nonspecific factors probably acting 
through a stress mechanism, as well as hyper- or hypo- 
thermia and endocrine influences (Kalter & Warkany, 
1959). Even subcutaneous sodium chloride is tera- 
togenic in mice (Nishimura & Miyamoto, 1969). 


Here above all is a situation that demands the utmost 
care in selecting doses that do not render the mother 
sufficiently ill to produce even transient inappetance. 
The use of a maximum tolerated dose overlooks the pos- 
sibility of non-specific toxic stress. Apart from arte- 
facts that arise by this means, attention should be 
directed to the mechanism by which particular tera- 
togenic effects are elicited. The production of even 
transient deficiency of one of many vitamins or min- 
erals suffices to induce reproductive failure or malfor- 
mations. (Emphasis added.) 


In his paper Dr. Golberg raises serious questions about 
the validity of the research methods used in evaluating 
teratogenicity of 2,4,5-T and consequently the conclusions 
based thereon. 


These considerations are provided as a background 
to recent developments that led to the withdrawal of a 
petition to establish negligible residue tolerances for 


10 Golberg, Trace Chemical Contaminants in Food: Potential for Harm, 
at 5-6. Dr. Golberg is Scientific Director and Research Professor of Pathology 
at the Institute of Experimental Pathology and Toxicology, Albany Medical 
College). 
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2,4,5-trichlorophenoxyacetiec acid (2,4,5-T). The peti- 
tion would have set tolerances of 0.2 ppm for 2,45-T 
from the application of the acid form or certain salts 
or esters in or on a variety of foodstuffs. Subsequently 
it was announced that the use of 2,4,5-T on food crops 
would be cancelled. 


This interesting case study began with the observa- 
tion that 2,4,5-T was teratogenic and foetocidal in two 
strains of mice when administered either subcutane- 
ously or orally and in one strain of rats when adminis- 
tered orally (Courtney, Gaylor, Hogan, Falk, Bates & 
Mitchell, 1970). Analyses of the specimen of 2,4,5-T 
that had been tested revealed the presence of ap- 
proximately 30 ppm of 2,3,7,8-tetrachlorodibeno p-di- 
oxin (referred to henceforth as dioxin). Subsequent 
study of standard 2,4,5-T containing less than 1 ppm 
dioxin, given to rats by gavage in doses up to 24mg/ke 
daily, failed to reveal evidence of teratogenic or em- 
bryotoxic effects (Emerson, Thompson, Gerbig & Rob- 
inson, 1970). Under similar conditions, the dioxin pro- 
duced no discernible effect at a dose of 0.03 rg/kg/daily, 
while doses of 0.125 ug/kg/day or greater manifested 
toxicity to the foetus and at 8.0 ug/kg/day, to the 
mother also (Sparschu, Dunn & Rowe, 1970). 


Finally in evidence presented before Senator Hart’s 
subcommittee, samples of 2,4,5-T contain less than 1 
ppm dioxin were reported to have been tested by the 
oral route in rats at levels up to 150 mg/kg, with nega- 
tive results. In 3 strains of mice, levels of 100-150 mg/ 
kg/day, given subcutaneously in dimethyl sulphoxide, 
proved teratogenic; so did the dioxin in both species 
tested (Food Chemical News, 1970). 


Even assuming that doses of 100mg/kg daily did not 
serve to introduce sufficient dioxin to account for the 
observed effects, it should be realized that such quanti- 
ties of 2,4,5-T are ill-tolerated by mice. They lie within 
the range of doses studied by Sos & Kertai (1958) and, 
later, by Florsheim & Velcoff (1962) and Florsheim, 
Velcoff & Williams (1963) in the case of 2,4-dichloro- 
phenoxyacetic acid (2,4-D). In experiments on rats, 
2,4-D was shown to produce a striking reduction in the 
serium level of protein-bound iodine, as a consequence 
of the displacement of thyroxine from serium proteins 
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into the liver and to a lesser extent into the kidney. 
In this way a characteristic ‘hyperthyroid’ state is cre- 
ated in these organs. Ethyl chlorophenoxyisobutyrate 
acts in a manner similar to 2,4-D, though some differ- 
ences in detail may be observed (Ruegamer, Ryan, 
Richert & Westerfeld, 1969). 


The profound effect exercised by 2,4-D, and presum- 
ably also by 2,4,5-T, may not be related in any way to 
the observed teratogenic action of 2,4,5-T in mice. 
Nevertheless the metabolic and other actions of massive 
doses, exercised on the mother, the foetus, or both, 
should be taken into consideration in extrapolating 
from 100 mg/kg/day in mice to residue levels below 
0.2 ppm associated with a limited number of foods in 
the human diet—a ratio possibly exceeding 5000. (Em- 
phasis added.)™ 


Dr. Emil Mrak for whom the Commission was named had 
the benefit of all the available scientific research on the 
toxicity of 2,4,5-T. Speaking not only as a scientist but 
from his vantage point as a member of the Commission, 


Dr. Mrak states: 


Our Recommendation number 5 was to minimize 
human exposure to those pesticides considered to pre- 
sent a potential health hazard to man. This recom- 
mendation came about as a result of the bionetics test 
and the need to ‘‘red-flag’’ certain chemicals. There 
is a general feeling that the bionetics tests were not 
clear-cut enough to outlaw the chemicals, but did indi- 
cate the need for further work. Some of these would 
be Aldrin, Amitrol, Aramite, Avadex, Mirex, Stro- 
bane, Captan, Carbaryl, Mercurials, PCNB and 2,4,5-T 
among others. 


As previously indicated, the Food and Drug Admin- 
istration is studying this situation very carefully, and 
is considering the characteristics of the material, ex- 
tent of use, and so on. I am certain that FDA will 
pursue this matter seriously. I am certain, too, that 
you are aware that 2,4,5-T has been a victim of a panic- 
button operation—but I am not certain we have heard 


11 Id, at 6-8. 
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the end of this one. I would hope that industry would 
pursue this matter intentively and intensively. Fur- 
thermore, the Office of Science and Technology has 
been studying 2,4,5-T very carefully and deliberately, 
and will, I hope, very soon issue its report. The ques- 
tion I raise is what happens if the report is at odds 
with the hasty, panic-button decision made to ban the 
material? In any event, I would bank on the judgment 
of OST on this one for it has studied the matter care- 
fully and deliberately. In banning 2,45-T, I should 
like to point out that SPAC [Secretary’s Pesticide 
Advisory Committee] was never involved in the deci- 
sion and for this I am glad, for I think the action 
taken has been a serious mistake. 


A rather interesting aspect of this chemical is that 
there has never been a tolerance established for it, 
and it was only used for certain field crops including 
sugar cane. It will, on the other hand, be permitted 
for use along the highways for the control of poison 
oak, but not in home gardens or near watersheds, field 
crops such as sugar cane, barley, oats, rye and so on. 


One of the people of the Interagency group involved 
in making the decision to ban this chemical indicated 
that it is dangerous for women of childbearing age to 
inhale the chemical for it is a teratogenic material. 
I cannot refrain from raising the question as to whether 
or not a woman of childbearing age would be more apt 
to be exposed to the chemical along highways, or in 
areas where field crops or sugar cane may be grown, 
even if one takes into consideration their private lives. 
In any event, it has been banned. (Emphasis added.)* 


Judicial review of the Secretary’s decision, if it is war- 
ranted by the Petitioners’ complaint, must of necessity 
include a hearing of these different expert viewpoints. 
Only where all the available scientific evidence is tested 
and expert witnesses cross-examined can a court fairly 
and effectively review an order of the Secretary which en- 
compasses complex scientific issues and such myriad in- 


12Mrak, Some Thoughts About Pesticides. Presented at 37th Annual Meet- 
ing, National Agricultural Chemicals Association, The Greenbrier, White 
Sulphur Springs, West Virginia, September 28, 1970. 
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terests. The record before the court will not suffice for 
this hearing; if some judicial review of the petition is ap- 
propriate, that review must take place in a district court 
where a hearing may be accorded all the parties and the 
issues. Therefore, even assuming arguendo that the court 
has jurisdiction to review the Secretary’s order, the court’s 
inability to hold the essential hearing is compelling reason 
for declining to exercise that jurisdiction. 


Amicus contends, in summary, that courts of appeals do 
not have jurisdiction to entertain this petition and, further- 
more, that the absence of that jurisdiction is consistent with 
the effective administration of FIFRA and the apparent 
intent of the Congress. Moreover, the kind of judicial 
review sought by Petitioners necessitates a hearing which 
only a federal district court can provide. Thus the thresh- 
old and fundamental question of jurisdiction remains and 
must be confronted by the court. 


Amicus’ reading of FIFRA discloses that a record of 
formal administrative hearings is the jurisdictional pre- 
requisite for judicial review in the courts of appeals. In 
this case there was no hearing and hence the prerequisite 
record is missing. Accordingly, this court has no juris- 
diction to proceed further on this appeal. 


II. IF THE COURT REAFFIRMS ITS JURISDICTION, ITS 
STANDARD FOR REVIEW SHOULD BE LIMITED TO 
A DETERMINATION OF WHETHER THERE WAS A 
RATIONAL BASIS FOR THE SECRETARY'S FAILURE 
TO RESPOND TO PETITIONER’S COMPLAINT. 

A. BECAUSE OF THE LIMITED NATURE OF THE “RECORD” BE- 
FORE THE COURT, A “SUBSTANTIAL EVIDENCE” TEST OF 
THAT RECORD IS IMPROPER. 


The record before the Court was not the result of a 
formal administrative proceeding, there were no witnesses, 
there was no right of cross-examination, the record con- 
sists entirely of written views expressed through reports, 
letters, newspaper clippings, et cetera. It furnishes no 
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basis on which the qualifications of the individuals, who 
express the opinions reflected, can be appraised. A deci- 
sion to suspend the registration of a pesticide, including 
herbicides, reflects the interest of numerous parties—not 
only the registrant but the various persons using the 
pesticide, the persons who ship food commodities to which 
the pesticide is applied, the consumer who is interested in 
obtaining a wholesome food supply, distributors of the 
pesticide, et cetera. None of these parties has had an 
opportunity to present his views in the record now before 
the court. Under the procedures which have been followed 
in this proceeding and im Environmental Defense Fund, 
Inc. v. Hardin, these other interested parties have been 
denied the right to present evidence and to express their 
views. 


The test of the propriety of the decision of an adminis- 
trative official is properly whether his decision is based on 
“‘substantial evidence’? only when the record to which 
the inquiry is directed is made pursuant to a formal ad- 


ministrative proceeding. 5 U.S.C. $706 (Supp. V, 1969) 
referring to 5 U.S.C. §§ 556, 557 (Supp. V, 1969). Such as 
it is, the ‘‘record’’ now before the court clearly does not 
meet the requirements of those sections. Since the record 
before the court does not suggest the test for the review to 
be afforded the Secretary’s act, the court should look to 
the nature of the act itself as providing review criteria. 


If this court reaffirms jurisdiction, further confusion will 
also result from the FIFRA requirements (1) that ‘‘the 
Secretary shall file in the court the record of the proceed- 
ings on which he based his order” and (2) that ‘‘[t]he find- 
ings of the Secretary with respect to questions of fact shall 
be sustained if supported by substantial evidence when 
considered on the record as a whole, including any report 
and recommendations of an advisory committee.” FIFRA 
Section 4.4. Where, as here, there is no advisory com- 
mittee recommendation, the court’s review would be limited 
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(and appropriately so since courts of appeals are not 
evidence-gathering tribunals) to that ‘‘record”’ filed by the 
Secretary. If a compilation of miscellaneous and volu- 
minous materials submitted by the Secretary is held to 
have the status of a ‘‘record’’, it is difficult to imagine 
the situation in which the ‘‘record”’ created as it is, solely 
by the Secretary, would not support his position on either 
‘‘abuse or discretion’’ or ‘‘substantial evidence’’ criteria. 


B. THE NATURE OF THE SECRETARY'S ACT ABOUT WHICH 
THE PETITIONER COMPLAINS IS ONE BASED ON THE SEC- 
RETARY’S DISCRETION, THEREFORE REQUIRING THAT THE 
TEST OF ITS PROPRIETY BE WHETHER A RATIONAL BASIS 
EXISTS FOR THE SECRETARY'S EXERCISE OF THAT DIS- 
CRETION. 


The act of which petitioner complains—refusal to act 
upon its petition—if an ‘‘act’’ at all, is one which does not 
have as a prerequisite a rule-making, adjudicatory, or other 
type of formal hearing. Where no hearing is required, the 
proper standard of review is whether the administrative 
official’s act is ‘‘arbitrary, capricious, an abuse of discre- 
tion or otherwise not in accordance with law ...’? 5 U.S.C. 
§ 706(2)(A) [Administrative Procedure Act, §10(e)]; see 
also, Environmental Defense Fund v. Hardin, supra, slip 
op. at 11 and n. 31, Nor-am v. Hardin, supra. 


The scope of this test may be framed in varying language, 
a fair crystallization of which is to require a standard less 
than that implied by the substantial evidence tests in those 
cases in which no record based upon a hearing is before the 
court,” see e.g., Bates € Guild Co. v. Payne, 194 U.S. 106, 
108-9 (1904) (an administrator’s acts are presumptively 


13If a discretionary administrative act is formally reviewed in a hearing 
at which a proper record is created, a reviewing court might well consider 
that record. See Consolo v. Federal Maritime Comm’n, 383 U.S. 607 (1965) 
(The administrator’s decision was supported by substantial evidence in the 
record). The case does not provide guidance for the situation where no 
formal hearing is held, nor where the act about which the complaint is made 
is a passive one. 
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valid ‘‘unless he has exceeded his authority or this court 
should be of the opinion that his action was clearly wrong’’; 
(cited with approval in United States v. Shimer, 367 U.S. 
374, 381-82 (1960)).* Asa consequence, the criteria used 
by this court should be whether the act of the Secretary is 
“clearly wrong’? or, conversely, whether there is a “‘ra- 
tional basis”? on which that decision was made. 


[T]he judicial function is exhausted when there is 
found a rational basis for the conclusion approved by 
the administrative body. Rochester Tel. Corp. v. U.S., 
307 U.S. 125, 146 (1938) quoting from Mississippi 
Valley Barge Line Co. v. United tates, 292 U.S. 282, 
286-87 (1934). 


Furthermore, because of the high degree of expertise neces- 
sary to properly make the discretior ary decisions herein 
challenged as wrong by petition, this court should place a 
premium on that expertise. Consolo v. F.M.C., 383 U.S. 607 
(1965). 


CONCLUSION 


The administration of FIFRA presently involves three 
government agencies, Department of Agriculture, Depart- 
ment of Health, Education, and Welfare, and the De- 
partment of the Interior.“ This ipterdepartmental coop- 
eration was deemed necessary beets of the complexity 
of the subject regulated and the high degree of expertise 
and discretion which the administrator must apply in re- 
solving the many conflicting realms of interest. 


14 See also, National Broadcasting Co. v. United States, 319 U.S. 190 (1943) ; 
Labor Board v. Hearst Publications, Inc., 322 U.S. 111 (1944); Republic 
Aviation Corp. v. Labor Board, 324 U.S. 793 (1945) ; SEC v. Chenery Corp., 
332 U.S. 194 (1947); and Labor Board v. Seven-Up Bottling Co., 344 U.S. 
344 (1953). 


15 Interdepartmental Agreement for Protection of the Public Health and 
the Quality of the Environment in Relation to Pesticides, by the Department 
of Agriculture (USDA), the Department of Health, Education, and Welfare 
(DHEW), and the Department of the Interior (USDI), January 28, 1970. 
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The Report of the Committee on Government Operations 
of the United States Senate made by its Subcommittee on 
Reorganization and Internal Organizations, under the 
Chairmanship of Senator Abraham Ribicoff, after an ex- 
haustive investigation into the enforcement of FIFRA de- 
scribed this process as a balancing of the ‘‘benefit-risk’’ 
equation :”° 


‘“‘Chemical pesticides kill pests because they are toxic, 
and because they are toxic some are also capable, in 
excessive dosages, of causing illness, even death, in 
people and wildlife. 


But just as it would be illogical to prohibit the use of 
chemical pesticides in an attempt to increase farm 
prices or as a means of controlling the population ex- 
plosion, no one proposed that pesticides be banned so 
as to assure that not a single individual is made ill nor 
any wildlife affected because of an excessive exposure 
to a toxic chemical. [Emphasis in original.] 

* * * * 


The concept of the benefit-risk equation has a com- 
pelling logic which all accept in principle. [At 63-64.] 


In its report the Committee concluded: 


Second, the committee found no reliable evidence to 
suggest that the benefit-risk equation was presently un- 
balanced in any significant way. [At 65; emphasis in 
original.] 


The decision of whether to suspend certain uses of 2,4,5-T 
is an exercise in discretion, embodying the very essence of 
this ‘‘benefit-risk’’ concept. 


The grievances of petitioners reflect a basic disagreement 
with the manner in which FIFRA has been administered, 


16 Subcommittee on Reorganization and Internal Organizations of the Senate 
Committce on Government Operations, S. Rep. No. 1379, 89th Cong., 2d Sess. 
(1966). This investigation was conducted pursuant to Senate Resolution 27, 
88th Cong., as amended; extended by Senate Resolution 288, 88th Cong., 
under which the Subcommittee undertook extensive hearings and studies of 
interagency coordination of activities relating to the use of pesticides. 
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a disagreement revolving primarily around the manner in 
which the ‘‘benefit-risk’’ equation has been resolved. The 
petitioners, however, have selected the wrong forum in 
which to assert and ask redress of those grievances. Their 
petition should have been directed to the President to 
change the administration of FIFRA,” or to Congress to 
amend FIFRA. 


However, bad administration, if such it has been, should 
not be permitted to make bad law; bad law may make worse 
administration. The ramifications of the action of the 
Court in this case, if it reaffirms its assertion of jurisdiction, 
are apparent. The Court would have established the right 
of any interested person to petition the Secretary of Agri- 
culture to suspend a registration, or to register a new one, 
by filing a petition alleging ‘‘reasonable’’ grounds for such 
action. How would the ‘‘reasonableness”’ of such grounds 
be judged? By the Secretary in the first instance. But he 
would be on the horns of a dilemma regardless of how 


frivolous the grounds might seem to him. He would have 
two alternatives: 


1. To take the action requested, ie., to suspend, cancel, 
or issue the registration, or 


2. To refuse to do so. 


Either alternative automatically triggers further proceed- 
ings, either administrative or judicial. If he cancels a reg- 
istration, he triggers a formal review proceeding involving 
the appointment of an advisory committee and a public 
hearing. If he denies the petition, the petitioner comes 


17 The Court should take judicial notice of Reorganization Plan No. 3 of 
1970 which was sent by the President to Congress on July 9, 1970. This 
Reorganization Plan transfers all basic authority for the regulation of pesti- 
cides to a new Environmental Protection Agency. All regulatory authority 
of the Department of Agriculture under FIFRA as well as the authority to 
establish tolerances under the Federal Food, Drug and Cosmetic Act are among 
the powers transferred to this new agency. The Environmental Protection 
Agency will assume these responsibilities on December 2, 1970. 
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to this Court for relief. At that point this Court has only 
the alternative of judging the merits of the petition solely 
on the basis of allegations made by the petitioners, untested 
in any respect, or to remand the matter to the Secretary of 
Agriculture with directions that he make a record for review 
by this Court. 


The diverse forms in which such petitions could arise are 
numerous. There are numerous ‘‘realms of interest’? in the 
enforcement of FIFRA. If these rights are accorded to the 
one who asserts an interest as a conservationist, it must 
accord the same right to any other interest, whether it be 
a farmer who has been denied the right to use a pesticide 
which he considers to be essential, the public health of- 
ficial who considers the use of a particular pesticide to be 
essential, or the general consumer whose interest has been 
affected. 


Congress in its judgment has not accorded to interested 
parties the right to compel administrative or judicial action 


(except in certain prescribed instances) nor has it con- 
ferred on this Court the right to do so. Neither the ad- 
ministrative agencies nor this Court is equipped to handle 
such procedures. 


Accordingly, amicus respectfully requests this Court upon 
reconsideration to dismiss the petition in this proceeding. 


Respectfully submitted, 
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